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Sede operativa: Via Linz, 151
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Scopo: Dispositivi di monitoraggio di parametri fisiologici vitali /

Scope: Monitoring devices of vital physiological parameters

Software / Sofiware
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TUV Rheinland Italia S.r.l.

Allegato tecnico al Certificato n° HD 60146561
Attachment to the certificate: . ®
TUVRheinland

Fabbricante/Manufacturer: Cardioline S.p.a.

Scopol/Scope: Dispositivi di monitoraggio di parametri fisiologici vitali / Monitoring
devices of vital physiological parameters

Tipologia/ Typology: Holter abpm / Abpm Holter

Modello/ Model.
Walk200b, bp one +

Tipeolegial Typology: Holter ECG | ECG Holter

Modelio/ Mode!
Clickholter; Walk400h, click holter+

Tipologial Typology: Unita di acquisizione ECG / ECG Acquisition Units

Modello/ Modef
HD+ ; CLICKECG-HD

Tipologial Typoiogy: Elettrocardiografi / Electrocardiograph

Modello/ Model:
ECGxxx (z) (+)

Legenda/ Key.

» xxx: dimensione stampante / prinfer size
» (z): interfaccia / mierface

»  (+): connettivita internet / internet connection

Data di ultima modifica: 15/04/2020
Last revision date:

TUV Rheinland Italia S.r.l. - Via Mattei, 3 - 20010 - Pogliano Milanese (MI)
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TUV Rheinland Italia S.r.l.

Allegato tecnico al Certificato n° HD 60146561
Attachment to the certificate: N ®
TUVRheinland

Tipologial Typology: Sistemi elettrocardiografi / Electrocardiographic systems

NModeliof Modef
touchECG System

Codice/Code
KTCH$XXYZ-@

Legenda/ Key:

$= sistema operativo / Operaling system (Windows or Android)
XX=tipo di computer / kind of compuiter,
Y= tipologla dl carrello / kind of cart,

Z= altri accessori f other accessories,

Y v ¥ v VY

@=Elettrodi, cavi paziente, caratterizzazioni estetiche / Efecfrodss, patienf cable and esthefical customizations

Tipologial Typology: Sistema per Fanalisi di sforzo cardiavascolari/ Cardiovascuiar stress
fest system

Modeilo/ Model

Cubestress System

Codice/Code:
KSSXYYZWJ-@
Legenda/ Key
» X=tipologia di sistema / system type,
»  YY=tipo di computer [ kind of computer,
» Z=tipologia di carrelle / kind of cari,
» Wes=tipologia di stampante [ jund of printer,
» J= accessori / ofther accessornes,
» (@=Caratterizzazioni estetiche / esthetical customizations

Data di ultiima modifica: 15/04/2020
Last revision date:
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TUV Rheinland Italia S.r.l.

Allegato tecnico al Certificato n® HD 60146561
Attachment to the certificate: w ®
TUVRheinland

Scopo/Scope: Software / Software

Tipologial Typology: Software elettrocardiografico / Electrocardiographic software

Modello/ Model

touchECG rel. 3.xy Ed: z

Codice/Code:

81019579 — for Windows
81019582 — for Android

Tipologia/ Typology: Sistemi software di importazione, analisi, refertazione e

archiviazione esami Holter ECG / Software systems for importing,
analyzing, reporting and archiving Holter ECG exams

Modello/ Model:

Cubeholter WS Rel. 3.xy Ed: z
Codice/Code:

85039510

Modello/ Mode!

Cubeholter Web Rel. 3.xy Ed: z
Codice/Code
85039520

Legenda/ Key

X= versioni minori / minor changes
y= correzioni / bug fix release

Se xy=00, & idenfiticato con 0/ Ifxy = 00, it's identified as 0

z: confenuto deila configurazione / content of the distribution media

Data di ultima modifica: 15/04/2020
Last revision date.
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TUV Rheinland Italia S.r.l.

Allegato tecnico al Certificato n° HD 60146561
Attachment to the certificate: . ®
TUVRheinland

Tipologia/ Typology: Software di archiviazione, misurazione e refertazione esami/
Software for exams archiving, measurement and review

Modello/ Modef:
ECGWebApp Rel.2.xy Ed: z

Codice/Code:
81019560

Tipologial/ Typology: Sistemi software di monitoraggic / Monitoring systems sofiware

Modello/ Modef
CUBE SUITE; Cubeabpm; Cubestress Lite; Cubestress Rel. 1.4 x.y Ed: z

Modello/ Mode/

Cubestress Rel. 4.xy Ed: z
CodicelCode
85050100

Legenda/ Key

x= versioni minori / minor changes
y= correzioni / bug fix release

Se xy=00, é idenfiticato con 0/ If xy =00, it's identified as &

z: contenuto della configurazione / content of the distribution media

L'organismo ngt
Notified/B
Data di ulfima modifica: 15/04/2020
Last revision date:
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CERTIFICATE

The Certification Body TUV Rheinland Italia S.r.I.

certifies, in accordance with the TUV Rheinland Group procedures, that the Company

Cardioline S.p.a.
Via Linz, 151
IT - 38121 Trento (TN)

has established and applies a quality management system
for the following scope:

Design, manufacturing, trading, installation and servicing of systems and electrical

medical devices and software for cardiology.

Through an Audit, Report No. 7968894070LM18, proof has been furnished that the

quality management system fulfils the requirements of the standard
UNI CEI EN ISO 13485:2016

Please refer to the Quality Manual for the details about
the exclusions with respect to the requirements of the standard.

Certificate Registration No. 39 05 0631503.
This Certificate is valid from 2021-04-25 to 2024-04-24.
The reference date for all the next audits is (day-month): 12-06.

Milan, 2021-04-25, First Certification: 2012-06-13

=iy

Tipé‘iﬁmﬁon rasponsible: Elena Re
TUVRheinland Italia S.r1., Via E. Mattei, 3 - 1 - 20005 Pogliano Milanese (MI)

. A =

waww.tuv.com
D 1es08z907

SGQ N° 083 A

Membro degli Acoordl di Mutuo
Riconoscimento EA. IAF e ILAC

Signatory of EA, TAF and ILAC

This cerfificate does not represent proof that the statutory requirements of
the Directives 93/42/EEC, 90/385/EEC or 98/79/EC have been fulfilled.

.- . ®
Mutual Recognition Agreements www.tuvitalia.com A TUVRheinland



CERTIFICATE OF TRAINING

The company Cardioline S.p.A., based in Milan (Italy)
certify that

Mr. Alexandru Hohlov

of the company

DataControl SRL

has successfully completed the training course of
Sales, Marketing and technical support of Cardioline S.p.A.
products

held in Rimini (Italy) from 24-26 of May 2017

Ragistered office: Via Linz, 14 | Gardolo - 38721 Trente  \
Business office : Viz I.I Bronzettl, -__2012%
m.J:z'Jf g AN QN i, 26/05/2017

Sandra Antoniazzi

CEO
Cardioline S.p.A. Registered Office Business Office
Business Register: Trento, Italy Via Linz, 19/20/21-38121 Spini di Gardolo, Via Flli Bronzetti, 8 - 20129 Milano, Italy
PIVA and C.F. 03153711209 Trento, (TN) Italy T. +39 02 94750470
REA N. 209224 T. +39 0463 850125 F. +39 02 94750471
Fully paid capital € 1.604.512,00 F. +39 0463 850088 www.cardioline.it

PEC cardioline@legalmail.it




CARDIOLINE

ECGWebApp ABPM

Product Name ECGWebApp ABPM
Generic Name ECGWebApp ABPM
Product Code 81019596
Manufacturer Cardioline Spa
Via Linz, 151
38121 Trento
Italy
Description of Device ECGWebApp ABPM is software that receives tests performed with Cardioline devices via

the internet, stores them and allows them to be revised and reviewed on the web via
Cubeabpm or reviewed via PDF viewer. Specifically, ECGWebApp ABPM can manage:

=  ABPM Holter tests: ECGWebApp ABPM lets you fully manage ABPM tests.
Thanks to integration with Cardioline Cubeabpm and WebUploader/Device
Web Manager software, you can:

- receive work lists to be used when preparing the recorders (via
WebUploader),

- receive the test in RAW data format in the ECGWebApp ABPM, from a
recording station (via WebUploader/Device Web Manager),

- download a test from ECGWebApp ABPM to revise or review it with the
Cubeabpm software (locally installed on the revising/reviewing station),

- save the reviewed test in RAW data format, with its analysis and final
report in PDF, in ECGWebApp ABPM so that it is always available online
for consultation.

=  ECG Holter and ECG stress tests: ECG Holter and ECG stress tests are managed
as PDFs, generated by the Cardioline Cubeholter and Cubestress software.
Reviewing is possible by adding a page with the conclusions to the final PDF
report.

The ECGWebApp ABPM database consists of:

= Tests archive - ECG Holter (in PDF format), Stress ECG (in PDF format), and
ABPM Holter (in RAW and/or PDF format).

= Patient archive — to which the tests are associated.

= User archive — who can access the ECGWebApp ABPM and perform various
operations based on their associated permissions (for example, reviewing tests,
managing patient demographics, etc.).

= Unit archive — clinics, hospitals and healthcare facilities that have sent tests,
corresponding to the Department ID associated with the test.

= Device archive — list of devices that have sent tests to ECGWebApp ABPM.

It is possible to connect to ECGWebApp ABPM using a standard internet browser
(Internet Explorer, Chrome, Opera, etc.), in order to gain access to the saved tests, as
well as to the master data of patient, users and units.

The available options and functions (e.g. maximum number of sending devices,
integration with other IT systems, etc.) depend on the specific configuration that was

Ref.: sp_ECGWebApp_ABPM Rev.: 05 Date: 16/03/2022



CARDIOLINE

purchased and are saved in the hardware protection key provided, without which the
software cannot be used.

If ECGWebApp ABPM has a Digital Signature option, it is possible to directly sign the final
test report.

Minimum Requirements for the Server

Operating System SERVER Systems
Windows 10/11
Windows 2019 Server
Windows 2016 Server

Processor Intel (or compatible) 2 core at least 2GHz

RAM 8 GB (minimum) for Windows Server
8 GB (minimum) for Windows Desktop

Hard Disk 80 GB of system space plus additional space to check with Cardioline based on the
configuration purchased

Network interface At least one network interface

Additional applications Microsoft SQL Server 2008/2012/2016 (any edition, if the GDPR option is not provided

—see GDPR section)
Microsoft Internet Information Services (l1S)
Microsoft .NET Framework 4.5.2 (64 bit)

Minimum Requirements for Work Stations

Browser Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

Screen 13” or more
resolution 1366x768 or higher

*note: for the minimum Cubeabpm workstation requirements please refer to the Cardioline Cubeabpm software data sheet.

Minimum Requirements for the signature Virtual Machine

Processor Intel (or compatible) 2 core, at least 2GHz
RAM 8 GB

Hard Disk 40 GB

Network interface At least one network interface

For Namirial digital signatures: The virtual signature machine must be within the same
LAN where the applications that require the signature service reside (that is the
ECGWebApp application (s)).
For digital signatures 4ldentity: The virtual signature machine must be within the same
LAN where the applications that require the signature service reside (that is the
ECGWebApp application (s)).

Additional applications VMWare virtualisation system (VMWare Workstation PRO or superior systems)
For Namirial digital signatures: The virtual machine is distributed in the OVF format
(Open Virtualization Format) where the HDs are in the vmdk format. For production
environments it is recommended to install the VA in the VMware Vsphere environment.
For digital signatures 4ldentity: The virtual machine is distributed in the OVF format
(Open Virtualization Format). For production environments it is recommended to install
the VA in the VMware Vsphere environment.

Ref.: sp_ECGWebApp_ABPM Rev.: 05 Date: 16/03/2022



CARDIOLINE

Archive specifications
Archive type

Archive capacity

Compatible tests

Compatible Cardioline devices

Tests archive

Tests archive filters

Tests list data

Tests archive operations

PDF test display
Test data

Ref.: sp_ECGWebApp_ABPM

SQL Server

At least 10GB available.
Archive sizing depending on the quantity of data and the methods installed.

ECG Holter (saved in PDF format)
Stress ECG (saved in PDF format)
ABPM Holter (full registration in raw data and/or saved in PDF format)

ECG Holter devices (transmission of the final PDF report)

o WebUploader — if the PDF is sent, the test must be processed, before
sending, with Cubeholter WS to generate the PDF report

ABPM Holter devices (test transmission in raw data format):

o WebUploader —test to be processed before transmission with Cubeabpm to
generate the PDF report

o Device Web Manager
ABPM Holter devices (transmission of the final PDF report)

o WebUploader —test to be processed before transmission with Cubeabpm to
generate the PDF report

Stress ECG devices (transmission of the final PDF report)

o Cubestress

Paediatric Test

Test status (All, Pending, Confirmed, Signed, Analyzed)

Test Type

Time interval (Date of Acquisition or receipt)

Sending unit

Tests to be reviewed

Advanced search on the Identification, Name, Surname, Date of Birth fields.

Name and surname

Patient identification

Date of acquisition / Date of receipt (configurable)
Unit

Modified by (reviser/reviewer)

Modified on (revision/reviewing date)

Type of test / Paediatric test

Assessment / emergency

Actions

Display
Revising exams
Reviewing and digital signature of the report (with Digital Signature option):
o via Cubeabpm for ABPM Holter tests,
o addition of the conclusions to the PDF report for the other tests,
PDF exporting
Printing

Name and surname
Patient identification
Age

Gender

Rev.: 05 Date: 16/03/2022



CARDIOLINE

= Date of acquisition
= Reviewing Physician

Reviewing function
WebChat Possibility for the reviewing physician to initiate a communication via messages or a
video call with the unit that sent the exam
Remote Digital Signature Signature via remote signature server, using user ID, passcode and OTP for
authentication:
= Namirial
Local Digital Signature Signature via smart card:
= 4ldentity
Patient archive
Patient archive filter Search with free text
Patient data = Name and Surname

= |D: Identification
= |D2: Second Identification
= Date of birth

=  Gender

= Ethnicity

= Address

= Nationality

= E-mail address
= Telephone number

Patient management = Edit
= Delete
= Re-associate tests

User archive
User archive filters Search with free text

User data = User
= Name and Surname
=  E-mail address

User authorisations = Access to read tests and patient data
= Test access and reporting
= Add anew test to the system
= Edit and delete tests and patient data
= Deleting tests and patient data
= Access to patient list
=  Exam revise
= Service Manager
= System administration
= Digital Signature

User management = Edit
= Delete
= Deactivate
= Setting units that can be viewed by the user (to limit access to tests)

Unit archive

Unit archive filters Search with free text
Unit data = Code

= Name

= (Class

Ref.: sp_ECGWebApp_ABPM Rev.: 05 Date: 16/03/2022



CARDIOLINE

Unit management

= Edit
= Delete

Unit management and service terms function

WebAppDashboard

Device archive
Device archive filters
Unit data

Unit management

Imported test formats

ABPM Holter raw data (Cardioline)

PDF

Protocols for work lists
DICOM
HL7

Exported test formats
PDF

Options
DICOM Option

HL7 Option

Mail Notification Option

PDF option

Digital Remote Signature Option

Local Digital Signature Option

Ref.: sp_ECGWebApp_ABPM

The module integrates the functions of ECGWebApp allowing you to organize the units
into groups, to modify the service terms associated with the units or groups and
extrapolate statistics on the data associated with the units and groups.

Search with free text

= Serial number
= Device ID (optional)
= Unit (optional)

= Delete
= List of users associated with the unit

For ABPM Holter

For all tests

Work list management for ABPM Holter — DICOM option (on request)

Work list management for ABPM Holter — HL7 option

For all tests — PDF or custom PDF option

The module allows a Worklist to be received with DICOM protocol (transferring the
Worklist to Cardioline devices). (on request)

The module allows a Worklist to be imported in HL7 protocol from external systems to
ECGWebApp ABPM. The enabling module does not include customisations (request HL7
Conformance Statements for further details).

The notification module allows, upon receipt of the exam in ECGWebApp, to forward an
email to a predefined recipient containing the link to connect directly to the report page
of the exam received. It is possible to match the sending address to the unit, moreover,
depending on the type of examination received (pediatric/adult), two separate emails
can be set.

The module allows the export of the exam reported by ECGWebApp in PDF format to an
external folder (shared folder). It is possible to customize the report (two pages, for ECG
at rest).

The module allows to digitally sign the exams reported in ECGWebApp using the
qualified electronic signature function, in compliance with EU Regulation 910/2014
(elDAS), provided by the Certification Authority Namirial SPA. Users with digital
certificate enabled to report in ECGWebApp can digitally sign PDF reports generated by
any supported method. The signature operation uses a special App (Android or iOS), or
alternatively a Token, which generates an OTP (One Time Password) code valid for a
single operation.

Software required ECGWebApp (with Digital Signature option) and SWS Virtual
Appliance (requires system to run virtual machines).

The module allows you to digitally sign the exams reviewed in ECGWebApp using the
qualified electronic signature service, complying with EU regulation 910/2014 (elDAS),

Rev.: 05 Date: 16/03/2022



CARDIOLINE

provided by 4ldentity. Users with smart cards or USB tokens enabled for reviewing in
ECGWebapp can digitally sign PDF reports generated by any supported method.
Software required: ECGWebApp (with Local Digital Signature option) and 4ldentity
software.

Chat Option The module allows you to start a chat or video-chat conversation between the reviewer
and the first user linked to the unit from which the exam comes (WebChat). WebChat is
active during the reporting of an ECG or PDF exam. The user who can be called, to be
receptive, must be on the exam list page from where he will receive the incoming call
notification. If multiple users associated with the unit that transmitted the exam are
simultaneously connected to the ECGWebApp, notifications will reach all connected
users, but only the first who accepts the call will start the interactive session with the
doctor. During the chat it is possible to exchange files. In the event that the reviewer
does not receive a response by sending a request for a call, he has the option of leaving
a message that will be sent via email to the interlocutor.

Export/Import Database Option The module allows you to export and import exams from the ECGWebApp database
(ECGWebApp Database Management). It is possible to export the exams by filtering by
time interval with respect to the acquisition date and by unit of belonging. Previously
exported exams can be imported into the database.

Data security and protection

Transmission protocol Configurable encrypted protocol (https)
Access Access with authentication (user name and password)
Possibility of authentication via Active Directory™
Logging (recording of errors) = Timestamp
= Severity level info, debug, warn, error
= (Class
=  Message

= Error (if available)

Auditing Audit trail saved in the database, for tests:
= Username
= |Paddress
= Resource
= Action
= Resource ID
= Timestamp
= Message
= Unit

Classification according to MDD 93/42/EEC

Class Class |
Rationale Rule 10 annex IX Directive 93/42/EEC and its amendments
Notified Body TUV (1936)

GDPR Compliance (General Data Protection Regulation)

Access control Through the use of username and password to access the software.
The system administrator can manage:
= password complexity
= password expiration
=  jnactive session timeout
= account lockout on number of failed login attempts

Ref.: sp_ECGWebApp_ABPM Rev.: 05 Date: 16/03/2022



CARDIOLINE

Data at rest protection Through the use of the encryption system TDE (Transparent Data Encryption) available
with versions of SQL Server 2016 Enterprise or SQL Server 2019 Standard.
(The use licenses of SQL Server Enterprise or SQL Server Standard are to be acquired
directly and separately).

Audit trail Through logging of the transactions on system objects (tests, patient data, etc.).
Patient data removal (right to be Option of deleting all the data concerning an individual patient.

forgotten)

Portability Option of individually exporting all the tests of a patient to transfer them

Classification according to FDA

Classification Exempt from approval

Classification according to IEC 62304 — Software
Class of risk B

Other classifications

GMDN 44098 Information system software, application program, cardiology

CND 712059009 systems to analyse and manage ECG traces

RDM (Medical Device Catalogue) 1786932/R

Applicable Standards

ENISO 15223-1 Medical devices - Symbols to be used for labels, labelling and information to be provided
of the medical devices - Part 1: General requirements

EN 1041 Information supplied by the manufacturer of medical devices

EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14971 Medical devices - Application of risk management to medical devices

EN 62304 Medical device software - Software life cycle processes

EN 62366 Medical devices - Application of usability engineering to medical devices

Available versions

81019596-05 ECGWebApp ABPM 1-5 (1-5 Devices and Unlimited users)
81019596-10 ECGWebApp ABPM 6-10 (6-10 Devices and Unlimited users)
81019596-20 ECGWebApp ABPM 11-20 (11-20 Devices and Unlimited users)
81019596-30 ECGWebApp ABPM 21-30 (21-30 Devices and Unlimited users)
81019596-WL ECGWebApp ABPM Unlimited (Unlimited Devices and Users)
81019596-FL ECGWebApp ABPM Full (Unlimited & ECGWebApp Options)

Ref.: sp_ECGWebApp_ABPM Rev.: 05 Date: 16/03/2022



CARDIOLINE

ECGWebApp ABPM

HanmeHoBaHwWe nsgenuva ECGWebApp ABPM
ObLiee HaMeHOBaHWe ECGWebApp ABPM
Kog v3penva 81019596
MpownssoauTens Cardioline Spa
Via Linz, 151
38121 TpeHTO
NTanna
OnucaHue npubopa ECGWebApp ABPM npeactasnsetr cobol nNporpammHoe MpUIOXKeHME, KOTopoe

nosly4aeT Mo KOMMbIOTEPHOW CEeTU UCCNeflOBaHUA, BbINO/IHAEMble YCTPOMCTBAMM
Cardioline, coxpaHaeT WX W MNO3BOAAET MPOCMaTPMBaTb W COCTaBAATb OTYETbl B
MHTepHeTe yepe3 Cubeabpm man npocmaTpuBaTth C NOMOLUBIO CPEACTBA NPOCMOTPA
PDF. B yactHocTu, npu nomoun ECGWebApp ABPM MOMKHO ynNpaBaaTh CAeAyHLIMMN
bOYHKUMAMMN:

= CyToyHOoe MoHuTOpupoBaHMe CMAL: ECGWebApp ABPM nossonser
noaHocTbto ynpaeaate CMA/. Bnarogapsa AOMNOAHUTENbHBIM MPOrPaMMHbIM
obecneveHnam Cardioline Cubeabpm n WebUploader/Device Web Manager
MOXHO:

- noay4aTb paboume ChMCKM A1 UCNOIb30BAHUA Ha 3Tare NoAroTOBKM
pernctpaTopos (c nomoulbto WebUploader),

- nonyyatb B npunoxkeHun ECGWebApp ABPM, c mecTta 3anucwy,
obcnenosaHne B dopmaTe HeobpaboTaHHbLIX AaHHbLIX (C MOMOLLBIO
WebUploader/Device Web Manager),

- cKayaTb obcneposaHve ¢ ECGWebApp ABPM ans npoBepuTb
COCTaBNEHUA Mef3aK04eHNA, UCNOoNb3yA NporpaMmHoe obecneyeHme
Cubeabpm (ycTaHOBNEHHOE Ha MeCTe COCTaBAEHWA MeZ3aK/rueHns
WAV MPOBEpPUTH),

- COXpaHuTb obcnefoBaHWe C  MeAdsakatodeHvem B dopmate
HeobpaboTaHHbIX AaHHbIX, B KOMM/IEKTe C aHa/iM3amMu U KOHEYHbIM
oT4yétom B dopmate PDF, B npunoxkeHun ECGWebApp ABPM, uTobbI
OHW Bceraa ObLIM AOCTYMHbI B PEXMME OHMAMH ANA MOCAeAyHoLmX
NpPOCMOTPOB.

= CyTOo4HOe MOHUTOpUpoBaHMe IDKI M DKM B COCTOAHMM CTpecca: CyTo4Hoe
MoHuTOpPMpoBaHme IKI 1 KT B COCTOAHUK CTpecca ynpasastoTca B BUae dalina
PDF, cospaHHOro nporpammHbim obecnedyenunem Cardioline Cubeholter u
Cubestress. Mea3aknto4eHMe Mo HUM BO3MOXKHO NyTEM A006aBNEHNA CTPAHMLLbI
C 3aK/IIO4EHMEM K UTOTOBOMY OTYETY PDF.

basa gaHHbix ECGWebApp ABPM cocTouT 13 creaytolimx pa3aenos:

= ApXMB UCCAEA0BAHWUI - CyTOYHOE MOHMTOpMpoBaHue IKI (B dopmaTe PDF), SKI
B coCcToAHMK cTpecca (B dopmate PDF) u CMA/L (B popmaTe HeobpaboTaHHbIX
OaHHbIX n/unun PDF).

" ApPXMB NALMEHTOB - C KOTOPbIMW CBA3AHbI O6C/'I€,CI,OBaHl/IH.

= ApXMB NO/Ab30BaTeNEN - KOTOPblEe MMetoT aocTyn K ECGWebApp ABPM 1 moryT
BbINOMIHATL Pa3/IMYHblE OnepaLMy Ha OCHOBAHMM AaHHbIX UM pa3peLleHuni
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(Hanpumep, cocTaBAATb MeA3aKMoUYeHMA, YNPaBAATb AaHHbIMU MaLMEeHTOB,
np.).

= ApxuB noapasaeneHnin - ambynatopmm, 601bHULbI, CAHUTAPHO-MEANLMHCKME
YUYPEKAEHNA, KOTOPbIE OTNPABMAN AaHHble 06CcNen0BaHMA, COOTBETCTBYHOLLME
ID oTAeNeHMs, NPUBA3aHHOMO K 06Cen0BaHNIO.

= ApxvB Npubopos - nepeyeHb NpMbOPOB, KOTOPbIE OTNpPaBuaM obcaeaoBaHMa
Ha ECGWebApp ABPM.

MoXHO noakntountbcss K ECGWebApp ABPM ¢ nomoulpto obbiyHOro 6Hpaysepa
(Microsoft Edge, Chrome, Firefox), 4Tob6bl NOAYYMTb AOCTYN K COXPaHEHHbIM
pe3ynbTaTaM WCCAeLOBaHWM, a TaKXe [aHHbIM MNaUMeHTOB, Mo/ab3oBaTenent u
noapasaeneHuni.

JocTynHble onumMnM M OYHKUMM (Hanpumep, MaKCMMaNibHOe KOAMYecTBO npubopos
OTNpPaBAEHMA AAHHbIX, APYrMe A0NONHUTENbHble MHOOPMALMOHHbIE CUCTEMbI U T.M.)
3aBUCAT OT KOHKPETHOM NPMOBPETEHHOM KOHOUTYPALMM U COXPAHEHbI B MOCTaBAAEMOM
annapaTHOM K/toye 3aluTbl, 6e3 KOTOPOro HEBO3MOMXKHO NOIb30BATLCA NPOrPAMMHbIM
obecneyeHnem.

Ecnuy ECGWebApp ABPM ecTb dyHKLMA yAANEHHOM 3N1EKTPOHHOW NOANUCU, UTOFOBbIN

OTYeT Mo pesy/ibTatam O6CNEA0BaHMA MOXKHO MOAMMCATb C MOMOLLLIO LMbPOBOIL
noanucu.

MuHuMmanbHble TpeboBaHUA K cepBepy

OnepauuMoHHana cucTema CEPBEPHbIE cuctemel
Windows 10/11
Windows 2019 Server
Windows 2016 Server

Mpoueccop OByxbanepHsbli Intel (Man coBmecTnmeblin), He meHee 2 Ty,

o3y 8 I'b (MMHUMYM) Ana cepsepa Windows
8 I'b (MMHMUMYM) ans paboyero ctona Windows

HecTkuit auck Ha 80 I'b 6onblue cucTeMHON NamaTK, yTouHUTb ¢ Cardioline ¢ yyeTom nprobpeTeHHoM
KOHOUrypaumm

CeTeBol UHTEpPOENC Kak MUHMMYM OAMH ceTeBOM MHTEpPdENC

JononHnTtenbHble NPUNOMKEHNA Microsoft SQL Server 2008/2012/2016 (nto0boe w3gaHne, ecav He MNpeaycmMoTpeHa

onuua GDPR - cm. pasaen GDPR)
Microsoft Internet Information Services (I1S)
Microsoft .NET Framework 4.5.2 (64 bit)

MuHuManbHble TpeboBaHMA K pabounm TepmUHaNam

bpaysep Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

SKpaH 13” unu Bblwe
paspelleHne 1366x768 nnn bonee

*nNpumedaHue: Ana 03HaKOMIEHMS C MUHUMaNbHbIMK TPEOOBaHUAMM AN HYXKHOW paboueit cTaHumm Cubeabpm cmoTpuTe
TEXHWYECKMIA NacnopT nporpammHoro obecneyexms Cardioline Cubeabpm.

MuHMManbHble Tpe6oBaHUA K cucTemMe BUPTYasibHOM nognucu

Mpoueccop AByxbanepHsbli Intel (uan coBmecTnmeblin), He meHee 2 Ty,
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o3y
HecTkuit auck

CeTeBoli UHTepOENC

JononHutesnbHblie NPUIOXKEHUA

XapaKTepucTtMku apxusa
Twvn apxvuea

BmecTMmocCTb apxu1Ba

Cosmectumble obcegoBaHus

Cosmectumble yctpoictea Cardioline

ApxuB 06cnepgoBaHMit

dunbTpbl apxuea obcnenoBaHUM

Cm.: sp_ECGWebApp_ABPM

816
4076

Kak MMHUMYM OAWH ceTeBOl MHTepdelic.

Ona  umdposbix noanucen Namirial: BupTyanbHas MmalmMHa noanucKU  O0KHA
HaxoAMTbCA B TOWM Ke JIOKa/NbHOW CeTW, rAe HaXOAATCA MPUIONKEHUA, ONA KOTOPbIX
TpebyeTca noanuncek (To ecTb npunoxkeHne(s) ECGWebApp).

Ona  umdposbix noanucert 4ldentity: BupTyanbHas malwwHa NOAMUCK  OOJIXKHA
HaxoAMTbCA B TOWM YKe JIOKa/NbHOW CeTW, rAe HaXxo4ATCA MPUIOXKEHMUA, O1A KOTOPbIX
TpebyeTca noanucek (To ectb npunoxeHune(a) ECGWebApp).

Cuctema BupTtyanusaumm VMWare Virtualization System (VMWare Workstation PRO
AW BbllE).

Ona undposbix noanucert Namirial: BupTyanbHaa MallMHa pPacnpoCTpaHaeTcs B
dopmaTte OVF ( Open Virtualization Format ) roe HD B dopmate vmdk. [na
NPOW3BOACTBEHHON Cpefbl pekomeHayeTcA ycTaHaenmeatb VA B cpepe VMware
Vsphere.

Ona undposbix noanucent 4ldentity: BupTyanbHas MallMHa pacnpocTpaHaeTca B
dopmate OVF ( Open Virtualization Format ). [Ona npou3BoACTBEHHOW cpejbl
pekomeHayeTca ycTaHasnmBaTb VA B cpeae VMware Vsphere.

Cepsep SQL

MuHumym 10 6 ceoboaHOro mecTa.
OnpenenexHvie pasmepa apxvBa B 3aBUCUMOCTM OT 06beMa AaHHbIX M YCTaHOB/IEHHbIX
METO/10B.

= ECG Holter (coxpaHsnetca B dopmate PDF)

= 3Kl B cOCTOAHUM CTpecca (coxpaHsaeTca B opmaTte PDF)

=  ABPM Holter (nosnHas 3anuck 8 popmaTe HeobpaboTaHHbIX AaHHbIX U/Uan
coxpaHeHune B popmaTte PDF)

= YCTPOMCTBA A4/19 CYTOYHOro MOHUTOPUpPOBaHus IKI (oTnpaBKka GUHaNLHOTO OTYETA B
dopmate PDF)

o WebUploader — ecan PDF-¢aiin  oTnpaBneH, nepea  OTNPaBKOM
nccnenoBaHne AoMKHO 6bITb 0b6paboTaHo ¢ nomoulsto Cubeholter WS ana
co3naHua oTyeTa B dopmate PDF

= YCTpOMCTBA A8 CYTOYHOrO MOHMTOPMpOBaHWA AL (oTnpaBka obcnefdoBaHMin B
bopmaTe HeobpaboTaHHbIX AaHHbIX):
o WebUploader — obcnenosanne ana obpaboTkM nepen, OTNpaBKoM Ha
Cubeabpm ana cospaHma otyéta B popmate PDF
o Device Web Manager
= YCTPOMCTBA ANA CYTOYHOrO MOHUTOPMPOBaHMA ALl (oTNpaBKa dUHaNbHOMO OTYETA B
dopmate PDF)
o WebUploader — obcnenosaHne ana obpaboTkM nepen oTNpaBKol Ha
Cubeabpm ansa cospaHus otuéta B bopmate PDF
= YcTpoictea ans IKI B cocTosHMM cTpecca (oTnpaska GUHaIbHOro 0TUéTa B popmaTe
PDF)

o Cubestress

= [leamnaTpuyeckoe obcaesosaHme

= CraTtyc obcnenosaHua (Bce, B oxkuaaHum, 3akntodeHme rotoso, MoanucaHo,
[oBTOPHO NpPOBEpPEHO)

=  Tun obcnenoBaHMA

=  BpemeHHOW MHTepBan (AaTa NPUOBPETEHNA UAM NONYYEHUS)
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MNepeyeHb 0b6cnenoBaHUM

®yYHKLMM apxmBa obcneaoBaHUin

dKpaH ob6cneposanuit PDF

[LaHHble obcnenosaHua

DyHKUUKM Mep3aKaloueHus

Beb-uar

YnanéHHan sneKTpoHHaA NoANUCh

MecTHana aneKTpoHHaA Noanuch

ApxuB NauueHToB
‘DMﬂprbI apXnBOB NauneHToB

[aHHble naumeHTa

YnpasneHue naupeHtamm

Cm.: sp_ECGWebApp_ABPM

= OTnpaBuTenb

= O6cnefoBaHMA, ANA KOTOPLIX TPebyeTcs COCTaBUTb MeA3akatoyeHne

= PaclwmnpeHHbIn nouck no nonam «aeHtnpunratop», «<Mmax», «Pamunnsy», «ata
POXAEHNAN.

= JmAa u pamunma

= /loeHTMOMKAUMOHHDBI HOMEp NaumeHTa

= [lata 3anucu / aTa nonydeHnsa (KoHdUrypupyercs)

= YCTPOMCTBO

= }I3MeHeHo (Kem)

= }I3meHeHo (gaTa)

= Tun obcnenosaHusa / neamaTpuyeckoe obcnenosaHme
= QOueHKa / CpOYHOCTb

= encTsns

= OTobpaxkeHue
= AHanu3 MegnLMHCKOro 0OCMOTPa
= Me/a3akato4ueHne 1 3N1eKTPoHHan NoANMCh, 3aBepAtoLLan Mea3akatodeHne (c onyuel
«Llugpposas noonucw»):
o yepes Cubeabpm ans cyTouHOro MoHUTOPUHra A/l
o pobasneHune BbIBOLOB B oT4eT PDF ana apyrux obcnesosaHui,
= 3Jkcnopt PDF
= [levaTb

= YmAa u pamunmsa

= /IoeHTUOMKAUMOHHDBIM HOMEp NaumeHTa
= BospacT

= [lon

= [lapameTp noay4yeHmA

=  Bpay, BblAAIOLLMI 3aKNOHEHMA

BO3MOXHOCTb 4214 Bpaya, BblAAIOLLErO 3aKAt04EeHMe, HavyaTb obmeH COO6U.I,€HVIFII\/\I/| nnn
BMNAeO0-3BOHOK 4epes \/CTpOlZCTBO, 4yepes KoTopoe 6bI10 OoTnpasaAeHO O6CHEAOBaHMe

MoanuwnTe 4Yepes yaaneHHbIA cepBep MOAMUCKU, UCMOAb3YA WAEHTUGUKATOP
nosab3oBaTens, ko4 goctyna n OTP ona aBTopm3aumu:

Namirial
MoAnnChb C NOMOLLbIO CMApPT-KapTbl MM TokeHa USB:
4ldentity

MoucK co cBOOOAHbLIM TEKCTOM

= JmAa n dammnma

= [lepcoHanbHOE

=  BTOpOWM MAEHT.HOMep NaLMeHTa
= [laTa poxAeHnA

= [lon

= Paca

= Apnpec

=  HauMOHaNbHOCTb
= Email

= TenedoH

= I3MeHUTb
= YnaneHue
= [lepeHa3HavyeHne obcnenoBaHuit
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ApxuB nonb3oBarenei

dunbTPLI apxuBa Nosb3oBaTeNen MoucK co cBOOOAHbLIM TEKCTOM
[aHHble nonb3osaTens = [lonb3oBaTtenb
= ma n Pamunua
= Email
PaspeleHunsa nonb3oBaTena = AKTMBaAUMA YTEHUA 06CNe0BaHMIA U PErUCTPALMOHHBIX AaHHbIX NauveHTa

= JlocTyn v GopMMpoBaHME 3aKtOUEHMA No 06CNeL0BaHNAM

=  [lobaBneHne HOBbIX 0OCeA0BaHWI B CUCTEMY

= /I3meHeHMe 1 yaaneHne obcnefoBaHUI U PErMCTPALMOHHBIX AaHHbIX NaUMEHTOB
= YpaneHue pesynbtaToB 06CneA0BaHUIN U PErMCTPALLMOHHbLIX AaHHbIX MALLMEHTOB
= JloCTyn C CNUCKY NaLMeHTOB

= [lpoBepkKa pe3ynbTaToB 06CAe0BaHNM

= MeHeaxep obcnyxmMBaHmA

= AAMUHMUCTPALUMA CUCTEMBI

= DN1eKTPOHHaA NoANuCh

YnpasneHne nonb3oBaTenimum = /I3meHuTb
= YnaneHue
= OTKAOYEHMEe
= YcTaHOBKa 6/10KOB, BUAMMbIX A4/1A NOAb30BaTeNs (UTODbI OrpaHNYUTb AOCTYN K

obcnenoBaHMAM)
ApxuB noapasaeneHuii
dunbTpbl apxuea noapasaeneHua Mouck co cBOBOAHBIM TEKCTOM
[aHHble nogpasgeneHus = Kog
= ma
= Knacc
YnpasneHve noapasaeneHnem = M3MeHUTb

= YpnaneHue
¢YHKLI,MOHaI'IbHOCTb ANA ynpas/eHuna arperatom un ycaosuma OﬁCI’IY)KMBaHMH

WebAppDashboard Mopaynb 0bbeanHseT dyHKUMM ECGWebApp, No3Bosida BaM OpraHn3oBbIBaTb EANHNULbI
B rpynmbl, U3MEHATb YCA0BUA 0BCNYKMBAHMSA, CBA3AHHbIE C eAMHULAMM AU Fpynnamu,
M SKCTPaANONIMPOBaTb CTAaTUCTUKY Ha AaHHble, CBA3AHHbIE C eANHULAMMK 1 TPYNnamMu.

ApXUB yCTpOICTB
dunbTPbI apxmBa YCTPONCTB MOWUCK CO CBOBOHBIM TEKCTOM

[aHHble nogpasgeneHun = Homep cepun
= |D ycTporicTea (bakynbTaTUBHO)
= [logpa3aeneHue (GpakynbTaTMBHO)

YnpaeneHue nogpasseneHmem " VYpaanedue
" [lepeyeHb NONb30BaTENEN, MPUCBOEHHbIX NOAPA3ALEHNIO

dopmatbl MMnopTa o6cneaoBaHui

HeobpaboTaHHble faHHble CMA/, [na cyTo4HOro MoHUTOpMpoBaHUa AL
(Cardioline)
PDF [na sBcex obcnenoBaHmin

MpoToKonbl AnA pabouynx cNUCKoOB
DICOM YnpasneHue pabounmm cnmckamm ans Holter ABPM - onuma DICOM (no 3anpocy)

HL7 YnpasneHue pabounmm cnnckamm ans Holter ABPM — onuma HL7

dopmartbl aKcnopTa obcnegoBaHui
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PDF

Oonuuu
Onuyusa DICOM

Onuwna HL7

Onuwma yBeaomaeHUsA No novte

Onuwns PDF

OnumA yaaneHHo aNeKTPOHHOM
noanucu

Onuma  JloKanbHOW  3/M1EKTPOHHOM
noAnmucu

Onuua Yat

Onums  3kcnopT / wmnopT 6asbl
OaHHbIX

Cm.: sp_ECGWebApp_ABPM

[ns Bcex obcnenoBanHnii — onuma PDF nam nonb3oBaTenbCkunii BapnaHT PDF

Moaynb No3BoAAeT Noay4nTb CMcok paboT ¢ npotokonom DICOM (nepepava cnmcka
paboT Ha ycTpoicTea Cardioline) (no 3anpocy)

3TOT MoAyNb NO3BOAAET MMMNOPTUPOBATb Paboume CrUCKM C MOMOLLBIO NpoToKoAa HL7
€ BHelHux cnctem Ha ECGWebApp ABPM. Moayab NnoaxatoyYeHna He BKAto4YaeT B cebs
nepcoHanmsaumm (3anpocutb [eknapaumto cootsetctma HL7 Ana AononHuWTenbHom
NHPOPMaLMK).

Moaynb yBeAOMAEHMA NO3BOAAET Ha MOMEHT nojayyeHusa obcnefoBaHWA Ha
ECGWebApp oTnpasunTs 3apaHee yKazaHHOMY NMoy4aTesto 3/1eKTPOHHOe coobLleHmne co
CCbINKOM ANA NPAMOro AOCTyna Ha CTpaHULy C MeA3akNtoveHMem no nosyYyeHHoMy
obcnenosaHMio. MoXKHO NpMBA3aTb aApec OTNPaBKK K NoApa3aeneHuto, MOMUMO TOro,
B 3aBMCMMOCTM OT TuMa MnojyyYeHHoro obcnedoBaHMs (neamatpuyeckoe/B3pochbiit
NaLMEHT), MOXKHO 33/aTb Ba Pa3HbiX aApeca 3/1eKTPOHHOM NOYTbI.

Mozynb N03BONAET 3KCNOPTUPOBaTL 06Cne0BaHMe ¢ 3akntoBYeHMemM n3 ECGWebApp B
dopmaTe PDF BO BHellHtoto nanky (obuiyto namky). Bo3moxkHa WMHAMBKMAYasbHaA
HaCTpOWKa 3aKkato4YeHna (Ha aBe cTpaHuubl, 418 Kl B COCTOAHMM NOKOA).

Mogaynb no3BOASET 3aBepATb UMOPOBOM NOAMMCbIO pe3yabTaTbl 0OCAeA0BaHU,
3aK/IloYeHMe Mo KOTopbiM 6Hbin0 cocTaBneHo B ECGWebApp, ¢ nomoulpto cepsuca
KBAaAMOUUMPOBAHHOW 3/1EKTPOHHOM MOAMNUCK, B COOTBETCTBMM C pernameHTom EC
910/2014 (EIDAS), npegocTasnsemoro CepTudmrKaLmMoHHbIM LeHTpom Namirial SPA.
Monb3oBaTenn C UMOPOBLIM CEPTUDMKATOM, MMelolUMe BO3MOXKHOCTb CO3/4aBaTb
meazakntodeHna B ECGWebApp MoryT noAnuchbiBaTb 3/1EKTPOHHO Me3aKalyeHus B
¢dopmaTe PDF, cosgaHHble NtobbiM NOAAEPKMBAEMBIM METOAOM.

MNpoueaypa 3aBepeHnsa LMPPOBOM NOAMUCHIO MCMNONb3YET ChneumanbHoe NPUNOKEHNe
(Android nnu i0S), unu e TokeH, KoTopblli reHepupyeT kog, OTP (One Time Password),
0eVCTBUTENbHbIN ANA OAHOM onepauuu.

Heobxoammoe nporpamHoe obecneyeHmne: ECGWebApp (c onumeit umdposoit noanmcu)
n SWS Virtual Appliance (TpebyeTcs cuctema aaa 3anyckas BUPTYyasibHbIX MaLLH).

Mogaynb no3sonAeT 3aBepATb UMPPOBOM MNOAMUCHIO pe3ynbTaTbl 06CneAoBaHWUNM,
3aK/toyeHne mo KoTopbiM 6bio cocTasneHo B ECGWebApp, ¢ nmomolibto GyHKLMK
KBAaMOUUMPOBAHHOW 3/1EKTPOHHOM MOAMUCK, B COOTBETCTBMM C pernameHTom EC
910/2014 (EIDAS), npeaoctasnsemoro 4ldentity. Monb3oBaTenn co cmapT-KapTamm Uan
USB-ToKEHaMW, MOAKAYEHHbIMW Ans  measaknodeHuin B ECGWebapp, moryt
noAnucbiBaTb oT4eTbl B opmate PDF, co3aaHHble Nt06bIM NOAAEPHKMBAEMbIM METOLOM.
Heobxoammbie MO: ECGWebApp (c onumeit mectHon umbposor noanucm) u MO
4ldentity.

Moaynb No3BOAAET BamM HayaTb YaT WAM BMAeoYaT mexay pedepepom M nepsbim
no/ib30BaTesIeM, NOAKMOYEHHbIM K 610Ky, M3 KOTOPOro NpmuxoamT ak3ameH (WebChat).
Beb-uat akTMBEH BO Bpems coobuieHua ob 3ak3ameHe SKI mam PDF. Monb3oBaTens,
KOTOPOMY MOKHO MO3BOHWTb, YTOObI ObITb BOCMPUMMUMBBLIM, AO/KEH HAXOAMTbCA Ha
CTPaHMULE CMUCKA 3K3aMEeHOB, OTKy/Ja OH ByAeT nosyyaTb yBEAOMIEHME O BXOAALLEM
3BOHKe. Ecnn kK ECGWebApp ogHOBPEMEHHO MNOAKAOYEHO HECKO/IbKO MOb30BaTe Neln,
CBA3aHHbIX C NPMOOPOM, KOTOPbIA nepenan UccnefoBaHWe, yBeoOMAeHWUA OyayT
[0XOANTb 4,0 BCeX MOAK/OYEHHbIX MO/1b30BaTE/1eM, HO TO/IbKO TOT, KTO NePBbIM NpUMeT
BbI30B, HAYHET MHTEPAKTUBHbIM CeaHC C Bpayom. Bo Bpema YaTa MOXKHO 0OMeHMBaTbCA
dartnamu. B cnyyae, ecan pedepep He NonyyaeT OTBETA, OTNPABMB 3aNpPOC Ha 3BOHOK, Y
Hero ecTb BO3MOXHOCTb OCTaBWUTb cooblleHMe, KoTopoe OydeT oTnpasieHo
cobeceHWKY MO 3/1EKTPOHHOM NoyTe.

Mogaynb No3BoOAAET 3KCNOPTMPOBATb M MMMNOPTMPOBATL 3K3aMeHbl M3 6asbl AaHHbIX
ECGWebApp (ECGWebApp Database Management). MOXHO 3KCNOPTMPOBaATbL
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nccnenoBaHus, GUAbTPYA MX NO BPEMEHHOMY MHTepBasy, No AaTe MoydeHus U no
eavHUUe  MPUHAA/NEKHOCTM.  PaHee  3KCMOPTMPOBAHHbIE  3K3aMeHbl  MOMKHO
MMNOPTUPOBATb B 6a3y AaHHbIX.

3awmTa gaHHbIX U 6e30nacHOCTb

MpoTokon nepeaayn KoHburypmpyemsblin 3aKkoampoBaHHblin npoTokon (https)
Joctyn LocTyn c aBTOopM3aumelt (MMa nosib3osaTens U Naposb)

Bo3moKHOCTb ayTeHTMbMKaLMK ¢ nomollsto Active Directory™
Logging (perucrpaumsa owmbok) =  Timestamp

= CTeneHb TAXeCTW, HaNaZKa, NnpeaynpexaeHue, olwnbka

=  Knacc

= CooblleHne
=  OuwwmbKa (ecam AoCTynHO)

OTcnexunsaHme KOHTPObHbIN aHaM3, COXPaHEHHbIM B 6a3e AaHHbIX, A 06cnenoBaHuit:
=  [ma nosb3oBatens
= |P-appec
=  Pecypc
= Onepaunsa
= |D pecypca

=  Timestamp
= CoobuieHune
= YCTPOMCTBO

Knaccudumkaumua no MDD 93/42/CEE

Knacc Knacc |

PauymoHanbHbIN Mpasuao 10 npunoxenus IX Anpektusbl 93/42/EEC, BKAOYAnA COOTBETCTBYIOLLME
nonpaBsKK

YNONHOMOYEHHbI OpraH TUV (1936)

CootBeTtcTBMe HOBbIM O6LMM NpaBKiam NO 3aLmUTe NEPCOHaNbHbIX AaHHbIX - GDPR (General Data
Protection Regulation)

KoHTponb goctyna MocpeacTBOM  WCMONb30BAaHWA WMEHW MOAb30BaTENA W MNapoas  AAs Bxoda B
npunoKeHue.
ALMWHUCTPATOP CUCTEMbI MOXKET YNPaBAATb CNEAYHOLMM:
= C/IOXKHOCTb Maposns
= CPOK CAyXKbbl napona
= MaKC. NPOAO/IKMUTEIbHOCTb HEAKTUBHOW ceccum
= O/JI0KMPOBKA aKKayHTa nocse onpeaeséHHoOro KoanyecTsa HeyaaduHblx BXO408

3aWwuTa AaHHbIX B CMIALLEM PEXUME Mocpeactsom cuctembl WwWndposaHus TDE (Transparent Data Encryption) ot SQL Server
Enterprise.

Audit trail (AyanTopckuit cnen) MocpeacTBom perncrpauum nepeaadm AaHHbIX Ha 06BEKTbI cnucTembl (0bcnenoBaHms,
[aHHble NaumeHTa,..).

YpaneHue AaHHbIX NaupeHTa (NpaBo  BO3MOXHOCTb yaaneHns BCeX AaHHbIX, OTHOCALLMXCA K BbIDpaHHOMY MaumeHTy.
Ha 3abseHue)

nOpTVIpOBaHVIe BO3MOXHOCTb 3KCNOPTMPOBATL NO OAHOMY BCEX AAHHbIX O6C}'Ie£|,OBaHl/|ﬂ nauneHTa ana
BbIMO/THEHNA X MUTPaLNN

Knaccudpukauma no FDA

Knaccudmrkaupms He nofnexuT yTBEpKAEHMIO
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Knaccudukauumsa no IEC 62304 — NO

Knacc pucka

Opyrve knaccudpukauum

BcemupHas HOMeHKNaTypa
MELMULMHCKUX U3LeNNit

CND

RDM (PeecTp MeauLIMHCKMX
npubopos)

MpumeHUMble cTaHAaPTbI
EN 1SO 15223-1

EN 1041
EN ISO 13485

EN ISO 14971
EN 62304

EN 62366

B

44098 WHbOpMaUMOHHasA cucTema nporpammHoro obecrneyeHusa, nNpUKAagHble
nporpammsl, Kapamonorma

712059009 cucTtembl a8 aHanM308B M ynpasaeHua rpadukos KT

1786932/R

MeanumHckme npubopbl - YcaoBHble 0603HAYEeHWMA, WCNOMb3yemble AAS 3TUKETOK,
3TMKETMPOBaHME M MHGOPMALMA O MedMUMHCKMX npubopos - YacTb 1: OcHOBHblE
TpeboBaHMa

MHbopMmaLms, npeaocTaBasemasn Npon3BoANTENEM MEANLMHCKUX U3aenni

MeamnupHckmne nsgenna - CUCTemMbl yripaBaeHns KadyecTsom - TpebosaHusa A1d Lenen
peryanposaHms

MeauupmHckne usgenua - [lpMMeHeHWe ynpaBieHWs PUCKaMKU K MEeAMUMHCKMM
ZERS LY

MporpammHoe obecneyeHve [Ana  MeaMUMHCKOTO obopyaosaHusa - [lpoueccs,
KacatoLLMecs XM3HEeHHOro LUMKAa NporpaMmmMHOro obecnedyeHns

MegauumHckoe obopyaoBaHue - [pUMEHEHMe XapaKTEPUCTUK 3KCMIyaTalMOHHON
NPUrOAHOCTU K MeaWUMHCKOMY 060pyA0BaHNIO

Ceo6ogHble Bepcum

81019596-05
81019596-10
81019596-20
81019596-30

81019596-WL

81019596-FL

Cm.: sp_ECGWebApp_ABPM

ECGWebApp ABPM 1-5 (1-5 yCTpOMICTB U HEOrpaHUYEHHOEe KOIMYEeCTBO
nonb3oBaTesnei)

ECGWebApp ABPM 6-10 (6-10 yCTpOCTB 1 HEOTPAaHUYEHHOE KOMYECTBO
nonb3oBaTenei)

ECGWebApp ABPM 11-20 (11-20 yCTpOMICTB 1 HEOrpaHMYeHHOE KOMYEeCcTBO
nonb3oBaTesnei)

ECGWebApp ABPM 21-30 (21-30 yCTPOMCTB U HEOrpaHW4YeHHOe KOMYeCcTBO
nonb3oBaTesnei)

ECGWebApp ABPM Unlimited (HeorpaHM4yeHHOe KOJIMYECTBO YCTPOMUCTB U
nosib3oBartesnen)

ECGWebApp ABPM Full (Unlimited & Onumn ECGWebApp)
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ECGWebApp Holter

Product Name ECGWebApp Holter
Generic Name ECGWebApp Holter
Product Code 81019595
Manufacturer Cardioline Spa
Via Linz, 151
38121 Trento
Italy
Description of Device The ECGWebApp Holter is software that receives tests performed with Cardioline

devices via the internet, stores them and supports web-based revising and reviewing via
Cubeholter Web or reviewing via PDF viewer. Specifically, ECGWebApp Holter can
manage:

=  ECG Holter tests: With the ECGWebApp Holter you can fully manage the ECG
Holter tests. Thanks to integration with Cardioline Cubeholter Web and
WebUploader/Device Web Manager software, you can:

- receive work lists to be used when preparing the recorders (via
WebUploader),

- receive the test in raw data format in the ECGWebApp Holter, from a
recording station (via WebUploader/Device Web Manager),

- download a test from ECGWebApp Holter to revise or review it with the
Cubeholter Web software (locally installed on the revinsing/reviewing
station),

- save the reviewed test in raw data format, with its analysis and final
reportin PDF, in ECGWebApp Holter, so that it is always available online
for consultation.

= ABPM Holter and stress ECG tests: ABPM Holter and stress ECG tests are
managed as PDFs, generated by the Cardioline Cube Suite software. Reviewing
is possible by adding a page with the conclusions to the final PDF report.

The ECGWebApp Holter database consists of:

= Tests archive - resting ECG (in SCP format), ECG Holter (in raw format and/or
PDF format), Stress ECG tests (in PDF format), and ABPM Holter (in raw format,
if it has an ABPM function and/or in PDF format).

= Patient archive — to which the tests are associated.

= User archive — who can access the ECGWebApp Holter and perform various
operations based on their associated permissions (for example, reviewing tests,
managing patient demographics, etc.).

= Unit archive — clinics, hospitals and healthcare facilities that have sent tests,
corresponding to the Department ID associated with the test.

= Device archive — list of devices that have sent tests to ECGWebApp Holter.
It is possible to connect to ECGWebApp Holter using a standard internet browser

(Microsoft Edge, Chrome, Firefox) in order to gain access to the saved tests, as well as
to the data of patients, users and units.
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The available options and functions (e.g. maximum number of sending devices,
integration with other IT systems, etc.) depend on the specific configuration that was
purchased and are saved in the hardware protection key provided, without which the
software cannot be used.

If ECGWebApp Holter has a Digital Remote Signature option, it is possible to digitally sign
the final test report.

Minimum Requirements for the Server

Operating System SERVER Systems
Windows 10/11
Windows 2019 Server
Windows 2016 Server

Processor Intel (or compatible) at least 4 core 2GHz

RAM 24 GB (minimum) for Windows 2016 Server / 2012 Server / 2008 R2 Server
16 GB (minimum) for Windows 10/8.1/7 64 bit

Hard Disk 80 GB of system space plus additional space to check with Cardioline based on the
configuration purchased

Additional applications Microsoft SQL Server 2008/2012/2016 (any edition, if the GDPR option is not provided

— see GDPR section)
Microsoft Internet Information Services (l1S)
Microsoft .NET Framework 4.5.2 (64 bit)

Minimum Requirements for Work Stations

Browser Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

Screen 13” or more
Resolution 1366x768 or higher

*note: for the minimum Cubeholter Web workstation requirements please refer to the Cardioline Cubeholter Web software
data sheet.

Minimum Requirements for the signature Virtual Machine

Processor Intel (or compatible) 2 core, at least 2GHz
RAM 8 GB

Hard Disk 40 GB

Network interface At least one network interface

For Namirial digital signatures: The virtual signature machine must be within the same
LAN where the applications that require the signature service reside (that is the
ECGWebApp application (s)).

For digital signatures 4ldentity: The virtual signature machine must be within the same
LAN where the applications that require the signature service reside (that is the
ECGWebApp application (s)).

Additional applications VMWare virtualisation system (VMWare Workstation PRO or superior systems)
For Namirial digital signatures: The virtual machine is distributed in the OVF format
(Open Virtualization Format) where the HDs are in the vmdk format. For production
environments it is recommended to install the VA in the VMware Vsphere environment.
For digital signatures 4ldentity: The virtual machine is distributed in the OVF format
(Open Virtualization Format). For production environments it is recommended to
install the VA in the VMware Vsphere environment.
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Archive specifications
Archive type

Archive capacity

Compatible tests

Compatible Cardioline devices

Tests archive

Tests archive filters

Tests list data

Tests archive operations

PDF test display
Test data

Ref.: sp_ECGWebApp_Holter

SQL Server

At least 10GB available.
Archive sizing depending on the quantity of data and the methods installed.

ECG Holter (full recording in raw data and/or PDF)
Stress ECG (saved in PDF format)
ABPM Holter (saved in PDF format)

ECG Holter devices (test transmission in raw data format)
o WebUploader
o Device Web Manager

ECG Holter devices (transmission of the final PDF report)

o WebUploader —test to be processed before transmission with Cubeholter
WS to generate the PDF report

ABPM Holter devices (transmission of the final PDF report):

o WebUploader - test to be processed before sending with Cubeabpm to
generate the PDF report

Stress ECG devices (transmission of the final PDF report)

o Cubestress

Paediatric Test

Test status (All, Pending, Confirmed, Signed, Analyzed)

Test Type

Time interval (Date of Acquisition or receipt)

Sending unit

Tests to be reviewed

Advanced search on the Identification, Name, Surname, Date of Birth fields.

Name and surname

Patient identification

Date of acquisition / Date of receipt (configurable)
Unit

Modified by (reviser/reviewer)

Modified on (revision/reviewing date)

Type of test / Paediatric test

Assessment / emergency

Actions

Display
View report of the previous examination associated with the patient, if present in
the archive
Revising exams
Reviewing and digital signature of the report (with Digital Signature option):
o via Cubeholter Web for ECG Holter tests,
o via Cubeabpm for ABPM Holter tests - with ABPM function,
o addition of the conclusions to the PDF report for the other tests,
PDF exporting
Printing

Name and surname
Patient identification
Age

Gender
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Reviewing function
WebChat

Handwritten signature

Remote Digital Signature

Local Digital Signature

Patient archive
Patient archive filter

Patient data

Patient management

User archive
User archive filters

User data

User authorisations

User management

Unit archive
Unit archive filters

Unit data

Ref.: sp_ECGWebApp_Holter

Possibility for the reviewing physician to initiate a communication via messages or a

Date of acquisition
Reviewing Physician

video call with the unit that sent the exam

Possibility for the consultant to insert in the report, in correspondence with the name,

the image of the handwritten signature

Signature via remote signature server, using user ID, passcode and OTP for

authentication:

=  Namirial

Signature via smart card:

= 4ldentity

Search with free text

Name and Surname
Patient's ID
Patient's ID2

Date of birth
Gender

Ethnicity

Address
Nationality

E-mail address
Telephone number
Edit

Delete
Re-associate tests

Search with free text

User
Name and Surname
E-mail address

Access to read tests and patient data
Test access and reporting

Add a new test to the system

Edit and delete tests and patient data
Deleting tests and patient data
Access to patient list

Exam revise

Service Manager

System administration

Digital Signature

Edit

Delete

Deactivate

Setting units that can be viewed by the user (to limit access to tests)

Search with free text

Code
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Unit management

= Name
= (Class
= Edit

= Delete

Unit management and service terms function

WebAppDashboard

Device archive
Device archive filters

Unit data

Unit management

Imported test formats
ECG Holter raw data (Cardioline)
PDF

Protocols for work lists
DICOM
HL7

Exported test formats
PDF

Options
DICOM Option

HL7 Option

Mail Notification Option

PDF option

Remote Digital Signature option

Ref.: sp_ECGWebApp_Holter

The module integrates the functions of ECGWebApp allowing you to organize the units
into groups, to modify the service terms associated with the units or groups and
extrapolate statistics on the data associated with the units and groups.

Search with free text

= Serial number
= Device ID (optional)
= Unit (optional)

= Delete
= |ist of users associated with the unit

For ECG Holter

For all methods

Work list management for Holter — DICOM option (on request)

Work list management for Holter — HL7 option

For all tests — PDF or custom PDF option

The module allows a Worklist to be received with DICOM protocol (transferring the
Worklist to Cardioline devices). (on request)

The module allows a Worklist to be imported in HL7 protocol from external systems to
ECGWebApp Holter. The enabling module does not include customisations (request HL7
Conformance Statements for further details).

The notification module allows , upon receipt of the exam in ECGWebApp, to forward
an email to a predefined recipient containing the link to connect directly to the report
page of the exam received. It is possible to match the sending address to the unit,
moreover, depending on the type of examination received (pediatric/adult), two
separate emails can be set.

The module allows the export of the exam reported by ECGWebApp in PDF format to an
external folder (shared folder). It is possible to customize the report (two pages, for ECG
at rest).

The module allows to digitally sign the reported exams in ECGWebApp using the
qualified electronic signature function, in compliance with EU Regulation 910/2014
(elDAS), provided by the Certification Authority Namirial SPA. Users with digital
certificate enabled to report in ECGWebApp can digitally sign PDF reports generated by
any supported method. The signature operation uses a special App (Android or iOS), or
alternatively a Token, which generates an OTP (One Time Password) code valid for a
single operation.

Software required ECGWebApp (with Digital Signature option) and SWS Virtual
Appliance (requires system to run virtual machines).
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Local Digital Signature Option The module allows you to digitally sign the exams reviewed in ECGWebApp using the
qualified electronic signature service, complying with EU regulation 910/2014 (elDAS),
provided by 4ldentity. Users with smart cards or USB tokens enabled for reviewing in
ECGWebapp can digitally sign PDF reports generated by any supported method.
Software required: ECGWebApp (with Local Digital Signature option) and 4ldentity
software.

Chat Option The module allows you to start a chat or video-chat conversation between the reviewer
and the first user linked to the unit from which the exam comes (WebChat). WebChat is
active during the reporting of an ECG or PDF exam. The user who can be called, to be
receptive, must be on the exam list page from where he will receive the incoming call
notification. If multiple users associated with the unit that transmitted the exam are
simultaneously connected to the ECGWebApp, notifications will reach all connected
users, but only the first who accepts the call will start the interactive session with the
doctor. During the chat it is possible to exchange files. In the event that the reviewer
does not receive a response by sending a request for a call, he has the option of leaving
a message that will be sent via email to the interlocutor.

Export/Import Database Option The module allows you to export and import exams from the ECGWebApp database
(ECGWebApp Database Management). It is possible to export the exams by filtering by
time interval with respect to the acquisition date and by unit of belonging. Previously
exported exams can be imported into the database.

Data security and protection

Transmission protocol Configurable encrypted protocol (https)
Access Access with authentication (user name and password)
Possibility of authentication via Active Directory™
Logging (recording of errors) =  Timestamp
= Severity level info, debug, warn, error
= (Class
= Message

= Error (if available)

Auditing Audit trail saved in the database, for tests:
= Username
= |P address
= Resource
= Action
= Resource ID
= Timestamp
=  Message
= Unit
*note: for Cubeholter Web data protection and safety criteria (necessary with the Holter option) please refer to the Cardioline
Cubeholter Web software data sheet.

Classification according to MDD 93/42/EEC

Class Class |
Rationale Rule 10 annex IX Directive 93/42/EEC and its amendments
Notified Body TUV (1936)

GDPR Compliance (General Data Protection Regulation)

Access control Through the use of username and password to access the software.
The system administrator can manage:
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= password complexity

= password expiration

=  inactive session timeout

= account lockout on number of failed login attempts

Data at rest protection Through the use of the encryption system TDE (Transparent Data Encryption) available
with versions of SQL Server 2016 Enterprise or SQL Server 2019 Standard.
(The use licenses of SQL Server Enterprise or SQL Server Standard are to be acquired
directly and separately).

Audit trail Through logging of the transactions on system objects (tests, patient data, etc.).
Patient data removal (right to be Option of deleting all the data concerning an individual patient.

forgotten)

Portability Option of individually exporting all the tests of a patient to transfer them

*note: for Cubeholter Web GDPR compatibility, refer to the Cardioline Cubeholter Web software data sheet.

Classification according to FDA

Classification Exempt from approval

Classification according to IEC 62304 — Software
Class of risk B

Other classifications

GMDN 44098 Information system software, application program, cardiology

CND 712059009 systems to analyse and manage ECG traces

RDM (Medical Device Catalogue) 1786932/R

Applicable Standards

EN ISO 15223-1 Medical devices - Symbols to be used for labels, labelling and information to be provided
of the medical devices - Part 1: General requirements

EN 1041 Information supplied by the manufacturer of medical devices

EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14971 Medical devices - Application of risk management to medical devices

EN 62304 Medical device software - Software life cycle processes

EN 62366 Medical devices - Application of usability engineering to medical devices

Available versions

81019595-05 ECGWebApp Holter 1-5 (1-5 Devices and Unlimited users)
81019595-10 ECGWebApp Holter 6-10 (6-10 Devices and Unlimited users)
81019595-20 ECGWebApp Holter 11-20 (11-20 Devices and Unlimited users)
81019595-30 ECGWebApp Holter 21-30 (21-30 Devices and Unlimited users)
81019595-WL ECGWebApp Holter Unlimited (Unlimited devices and users)
81019595-FL ECGWebApp Holter Full (Unlimited & ECGWebApp Options)
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ECGWebApp Holter

HanmeHoBaHWe nsaenvs ECGWebApp Holter
ObLiee HaMeHOBaHWe ECGWebApp Holter
Kog v3penva 81019595
MpownssoauTens Cardioline Spa
Via Linz, 151
38121 TpeHTO
NTanna
OnucaHue npubopa ECGWebApp Holter npeactasnaer coboit NporpammHoOe MNpPUAOKEHME, KOTOpoe

nosly4aeT Mo KOMMbIOTEPHOW CEeTUM UCCNeflOBaHUA, BbINOHAEMble YCTPOMCTBAMM
Cardioline, coxpaHaeT WX W MNO3BOAAET MPOCMaTPMBaTb W COCTaBAATb OTYETbl B
MHTepHeTe 4epe3 Cubeholter Web wanm npocmaTpmBaTh C MNOMOLULbIO CpeacTBa
npocmoTtpa PDF. B uyactHocTi, npu nomou ECGWebApp Holter moxHo ynpasnatb
cnepyrowmmm GyHKLUMAMM:

= CyTouyHoe MoHuTOopUupoBaHue IKI: ECGWebApp Holter no3sonset nonHOCTbIO
YyNpPaBAATb CyTOYHbIM MOHUTOPMpPOBaHMeM IKI. baarogaps 4ONONHUTENbHbBIM
NpOorpammHbIM obecneyeHnam Cardioline Cubeholter ~ Web n
WebUploader/Device Web Manager moxHo:

- noay4aTb paboume ChMCKM A8 UCNOIb30BAaHMA Ha 3Tare NoAroTOBKM
pernctpaTopos (c nomoulbto WebUploader),

- nonyyatb B npunoxeHun ECGWebApp Holter, ¢ mecta 3anucuy,
obcnenosaHne B dopmaTe HeobpaboTaHHbLIX AaHHbLIX (C MOMOLLLIO
WebUploader/Device Web Manager),

- cKayaTb obcnemoBaHve ¢ ECGWebApp Holter ana nposeputs
COCTaBNEHUA Mef3aK04eHNA, UCNOoNb3ya NporpaMmHoe obecneyeHme
Cubeholter Web  (ycTaHoBneHHoe Ha  MecTe  COCTaB/ieHUA
MeA3aKIoUEHUA AN MPOBEPUTD),

- COXpaHuTb obcnefoBaHWe C  MeAdszakatodeHvem B dopmate
HeobpaboTaHHbIX AaHHbIX, B KOMMIEKTe C aHa/iM3amMu U KOHEYHbIM
oT4yétom B dopmate PDF, B npunoxkeHnn ECGWebApp Holter, 4ytobbl
OHW Bceraa OblIM AOCTYMHbI B PEXMME OHAAMH ANA MOCAeAyHoLmX
NpPOCMOTPOB.

= CyTo4yHOe MoHuTopupoBaHne AL u K[ B COCTOAHMM CTpecca: CyTo4Hoe
MoHUTOpPMpoBaHMe ALl 1 IKI B COCTOAHMM CTpecca ynpasastoTcsa B Buae daiina
PDF, co3gaHHoro nporpammHbim obecnedyennem Cardioline Cube Suite.
Mega3akntoueHre no HWM BO3MOXHO MNyTéM A0baBneHMA CTpaHWupl C
3aK/Ilo4eHeM K UTorosomy oT4eTy PDF.

basa aaHHbix ECGWebApp ABPM Holter coctonT n3 cneaytolimx pasaenos:

= ApxuB obcnenoBaHnin - IKIN B cocTosiHMmM nokos (B dopmate SCP), cyTouHoe
MoHWTOpUpoBaHue IKI (B dopmate HeobpaboTaHHbIX AaHHbIX W/WAKM B
dopmaTe PDF), IKI B coctoaHun cTpecca (B dopmate PDF) m cyToyHoe
MOHUTOpMpoBaHune ALl (B dopmate HeobpaboTaHHbIX AAHHbIX MPU HAAUUYNK
byHKUMKM ABPM n/nnn 8 dopmare PDF).

" Ale/IB MaUMEeHTOB - C KOTOPbIMK CBA3aHbI O6C}'Ie,CI|OBaHl/IF|.
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= ApXMB No/ab30oBaTenein - KoTopble nmetoT aocTyn K ECGWebApp Holter u moryT
BbINOMHATL Pa3/IMYHblE OnepaLMy Ha OCHOBAHMM AaHHbIX UM paspeLleHuni
(Hanpumep, cocTaBNATb MeA3aKNtOYeHMA, YNPaBAATb AAHHbIMM MALMEHTOB,
np.).

= ApxuB noapasgeneHuin - ambynatopmu, 60AbHULbI, CAHUTAPHO-MeANLMHCKME
YYpEKAEHMS, KOTOPble OTNPABUAN AaHHble 06CNe0BaHNIA, COOTBETCTBYIOLIME
ID oTAeneHus, NPUBA3AHHOTO K 06CeN0BaHMIO.

= ApxuB NpuboOpoB - NepevyeHb NprbOPOB, KOTOpble OTNPaBMAKN obcaenoBaHms
Ha ECGWebApp Holter.

MoHO noakntountecas K ECGWebApp Holter ¢ nomouibto obbl4HOrO 6Hpay3epa
(Microsoft Edge, Chrome, Firefox), u4Tob6bl MOAYYMTb AOCTYNM K COXPaHEHHbIM
pe3ynbTaTaM WCCAeoBaHWIA, a TaKke [JaHHbIM NaUMeHTOB, Mo/b3oBaTenelt u
noapasaeneHuni.

LocTynHble onuuu M GYHKUMM (Hanprmep, MakCMmanbHOe KO/MYecTBo npubopos
OTNPaBAEHUS [JaHHbIX, APYTMe AOMNOAHUTENbHbIE MHPOPMALMOHHbBIE CUCTEMbI U T.M.)
3aBUCAT OT KOHKPETHOM NPUobpeTeHHOM KOHOUTYPaLUMM 1 COXPaHEHbI B MOCTaBASEMOM
annapaTHOM K/toue 3aluThl, 6e3 KOTOPOro HEBO3MOXKHO MOJIb30BATHCA MPOrPAMMHbIM
obecneyeHnem.

Ecan y ECGWebApp Holter ectb dyHKUMS yaaneHHoN UMdpoBOM NoanncK, UTOroBbii
oTYeT Mo pesynbTaTam 06CNefoBaHMA MOXHO MNOAMMCaTb C MOMOLLBIO LMPPOBOIA
noAnncHn.

MuHuManbHble TpeboBaHUA K cepBepy

OnepauuMoHHana cucTema CEPBEPHbIE cuctembl
Windows 10/11
Windows 2019 Server
Windows 2016 Server

Mpoueccop Kak MUHUMYM YeTbipexbaaepHbli npoueccop Intel (Mam coBmecTMmbiin), He meHee
Iy,

o3y 24 T6 (MnHumym) ans cepsepa Windows 2016 / cepsepa 2012 / cepsepa 2008 R2
16 b (MvHUmym) ons Windows 10/8.1/7 64 bit

HecTkuii guck Ha 80 'b 6onblie cucTeMHOM NamaTh, yTouHKTb ¢ Cardioline ¢ yueTom nprobpeTeHHo
KOHdUrypaumm

JononHuTtenbHble NPUNOMKEHNA Microsoft SQL Server 2008/2012/2016 (ntoboe U3naHue, eciv He NpeaycMoTpeHa

onuua GDPR - cm. pasaen GDPR)
Microsoft Internet Information Services (lIS)
Microsoft .NET Framework 4.5.2 (64 bit)

MuHuMmanbHble TpeboBaHUA K pabounm TepmuHanam

Bpaysep Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

SKpaH 13” nnum Bbiwe
PaspelieHne 1366x768 nnu bonee

*NpumedaHue: 419 03HaKOMAEHUA C MUHUMaNbHbIMKU TpeboBaHUAMM N5 HYXKHOW paboyelt cTaHumMm Cubeholter Web
CMOTpPUTE TEXHUYECKNIA NacnopT nporpammHoro obecnevenna Cardioline Cubeholter Web.
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MuHMManbHble Tpe6oBaHUA K cucTeme BUPTYasibHOM nognucu

Mpoueccop
o3y
ecTkuit gnuck

CeTeBoW UHTEpdENC

[ononHuUTeIbHbIe NPUIOKEHWS

Xa PaKTEPUCTUKU apXuBa
Tvn apxuea

BmecTMmocCTb apxu1Ba

CoBmecTumble 06C}1€AOBaHMFI

Cosmectumble yctpoictea Cardioline

ApxuB 06cnepnoBaHMit

dunbTpbl apxuea obcnenoBaHUM

Cm.: sp_ECGWebApp_Holter

[ByxbsaaepHbIi Intel (Man coBmecTMMbli), He meHee 2 [T,
816
4016

Kak MUHMMYM OAMH ceTeBOW MHTepdENiC.

Onsa  umdposbix noanucei Namirial: BupTyanbHas MmalmMHa noanucyu  [0XKHA
HaXO4WTbCA B TOWM e JIOKa/NIbHOW CeTW, TAe HaxXOAATCA MPUNOXKEHWA, ANA KOTOPbIX
TpebyeTca noanucek (To ecTb npunoxkeHne(s) ECGWebApp).

Ona  umdposbix noanucer 4ldentity: BupTyanbHas mawwHa MNOAMUCK  OOJIKHA
HaxoAMTbCA B TOM YKe JIOKa/NbHOW CeTW, rae HaXxo4ATCA MPUIOXKEHMA, O1A KOTOPbIX
TpebyeTca noanuck (To ecTb npunoskeHmne(s) ECGWebApp).

Cuctema BupTtyanusaumm VMWare Virtualization System (VMWare Workstation PRO
AW Bblle).

Ona undposbix noanucerr Namirial: BupTyanbHaa MallMHa pPacnpoCTPaHAeTcs B
dopmaTte OVF ( Open Virtualization Format ) roe HD B dopmate vmdk. [na
NPOW3BOACTBEHHON cpedbl PeKoMeHayeTcA YycTaHaBnmeatb VA B cpeage VMware
Vsphere.

Ona undposbix noanucert 4ldentity: BupTyanbHas MallMHa pacnpocTpaHseTcs B
dopmate OVF ( Open Virtualization Format ). [Jna npou3BOACTBEHHOW cpejbl
pekomeHayeTca ycTaHasnmBaTb VA B cpeae VMware Vsphere.

Cepsep SQL

MuHumym 10 6 ceoboaHOro mecTa.
OnpeaenexHvie pasmepa apxvBa B 3aBUCUMOCTM OT 06beMA AaHHbIX M YCTaHOBIEHHbIX
METO/108.

=  ECG Holter (nonHas 3anuck 8 popmate HeobpaboTaHHbIX AaHHbIX 1/muan PDF)
= 3Kl B cOCTOAHUM CTpecca (coxpaHseTca B opmaTe PDF)
= CyTo4yHOE MoHUuTOpMpoBaHue ALl (coxpaHéHHoe B popmaTe PDF)

= YCTpoMcTBa ANA CYTOYHOrO MOHUTOPMpPOBaHMA Kl (oTnpaBka 0bcnenoBaHuin B
dopmaTe HeobpaboTaHHbIX AaHHbIX)

o WebUploader
o Device Web Manager

= YCTPOMCTBA A1 CyTOYHOro MOHUTOpMpOoBaHMs IKI (oTnpaBka GMHaNbHOMO OTYETA B
dopmate PDF)

o WebUploader — obcnenosaHne ans 06paboTkm nepen 0TNpaBKoM Ha
Cubeholter WS ana cosgaHma ot4éta B popmaTte PDF

= YCTpoCTBa AN1A CYTOYHOrO MOHUTOPMpPOBaHMA ALl (oTnpaska GrHaAbHOIO OTYETa B
dopmaTe PDF):
o WebUploader - o6cnenoBaHmne ans obpaboTkm nepes oTnpaBKon Ha
Cubeabpm ana cospaHma otyéta B popmate PDF

= YcTponctBa ana KT B COCTOAHMM cTpecca (oTnpaBKka GUHaNbHOTO OTYETa B
dopmate PDF)

o Cubestress

= [leanaTpuyeckoe obcnenosBaHme

= (CraTtyc obcnenosaHua (Bce, B oxuaaHum, 3akntodeHme rotoso, MoanucaHo,
MoBTOPHO NPOBEPEHO)

=  Tun obcnenoBaHMA
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=  BpemeHHOM MHTepBan (4aTa NPMOBPETEHUA UAM NOAYYEHUA)

= OTnpasuTesnb

= O6cnefoBaHMA, ANA KOTOPLIX TPebyeTcs cOCTaBUTb MeA3akatoyeHne

= PacwuMpeHHbIn Nouck no nonam «iaeHtndunratop», «<Mmax», «damunns», «Jata
POMXKAEHUAY.

MNepeyeHb 0b6cnenoBaHUM = /Ima u damunusa
= NAeHTUOMKALMOHHbIN HOMEp NaumeHTa
= [lata 3anucu / aTa nonydeHnsa (KoHbuUrypupyetcs)
= YCTPOMCTBO
= }I3MeHeHOo (Kem)
= [3meHeHo (gaTa)
=  Tun obcneaosaHusa / neamaTpuyeckoe obcnenosaHme
= QOueHKa / CpoYHOCTb
= neicTeuA

®yHKLUMM apxmBa 0bcneaoBaHUin = OTobpaxkeHune
= [lpocmoTp oT4eTa o npeablayliem obcaesoBaHMM, CBA3AHHOM C NMAUMEHTOM, eCu
OH ecTb B apxuee
= AHann3 MeAMLMHCKOro 0OCMoTpa
= Mepa3akatoueHre 1 3NeKTPOHHaAA NOANUC, 3aBepAtOLLLan Mea3akatoyeHne (¢
onyuel «L{ugpposad noonucs»):
o y4epes Cubeholter Web ana cytouHoro moHmutopmposaHua KT,
o pobasneHue BbIBOAOB B oT4eT PDF ans apyrmx obcneaosaHui,
= 3kcnoptT PDF

= [levaTb
dKpaH obcneposaHuit PDF
[OaHHble obcnenoBaHma = /Ima u damunusa
= /laeHTUOUKALMOHHDBI HOMep NaumeHTa
=  Bo3spacT
= [lon

= [lapameTp noayveHuns
= Bpauy, BblAAOLWIMI 3aKIOYEHNA

DYHKUUM Mep3aKaloueHUs

Beb6-yaT BO3MOHOCTb /1 Bpa4a, BblAAOLIErO 3aK/t04eHMe, HadyaTb 0BMeH COObLLEHMAMM UK
BMOE0-3BOHOK Yepes yCTPOWMCTBO, Yepes KoTopoe 6bi10 oTnpasneHo obcienosaHme

CobcTBEHHOPYYHOM NOANMCH BO3MOXXHOCTb AN1A peleH3eHT BCTaBUTb B OTYET, B cOOTBETCTBMM ¢ PUNO, n3obpakeHne
cobCTBEHHOPYUYHOM NOAMMUCH.

YnanéHHaa afieKTpoHHaA NOANUCH MoanuwnTe 4epes yAaneHHbId cepBep NOAMWUCK, WCMOAbL3YyA UAeHTUdUKATOP
nosab3oBaTens, ko4 goctyna u OTP ona aBTopm3aumu:
Namirial

MecTHaa aneKkTpoHHaA Noafmch MoAnmnch C NOMOLLBK CMAPT-KapTbl:
4ldentity

ApXxuB NauueHToB

®uUnbTPbI apXMBOB NALIMEHTOB Monck co cBoHOAHBIM TEKCTOM

[aHHble naumneHTa = /Ima n Pamumnma

= [lepcoHanbHOE
=  BTOpPOWM MAEHT.HOMEp NaLMeHTa
= [laTa poxAeHna

= [lon
= Paca
= Apnpec

=  HauloHaNbHOCTb

Cm.: sp_ECGWebApp_Holter Pea.: 09 [Oara: 16/03/2022
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YnpasneHue naupeHtamm

Apxu1B nonb3oBarenei
®dunbTpbl apxmBa Nob3oBaTenen

[aHHble nonb3osaTtens

Pa3spelueHunsa nonb3oBaTena

YnpasneHue nonbL3oBaTeIaMum

ApxuB noapasgeneHui
¢MI'IbT|I)bI apxusa noapasgeneHunA

[aHHble noapasgeneHns

YnpasneHue nogpasgeneHnem

Email
TenedboH

M3MeHnTb
YnaneHnuve
MNepeHa3HavyeHne obcnenoBaHuii

Mownck co CBO60,EI,HbIM TEKCTOM

[Tonb3oBaTenb
Mma n amumnna
Email

AKTMBALMA YTEeHMA 0OCAe10BaHUI U PErMCTPALLMOHHBIX AaHHbIX NauMeHTa
Ooctyn n bopmMpoBaHMe 3aKkNo4eHNn No 0bcneaoBaHUAM

[JobaBneHne HOBbIX 06CNea0BaHWI B cUCTEMY

M3meHeHWe n yaaneHne obcnefoBaHnii U permcTPaLMOHHbIX AaHHbIX NaLUMEeHTOB
YnaneHue pesynbtatoB 06Cea0BaHNN U PErUCTPALMOHHbIX AaHHbIX NaUMEHTOB
LocTyn ¢ cn1cKy nauyMeHTos

MpoBepKa pe3ynbTaTtoB 0b6cnenoBaHMiA

MeHenskep obCayKnBaHMA

AAMUHUCTPALMA CUCTEMbI

D1eKTPOHHAA NOANUCH

N3meHnTb

Yaanernue

OTKNtOYEeHME

YcTaHOBKa 6/10K0B, BUAMMBIX 419 NOAb30BaTeNs (YTobbl OrpaHUyYnTb AOCTYN K
obcnenoBaHUAM)

MOMUCK CO CBOBOAHBIM TEKCTOM

Koa
Mma
Knacc

M3MeHnTb
YnaneHnue

®YHKUMOHANLHOCTb ANA yNpaBAEHUA arperaTtom U ycnoBus o6cny>KuBaHua

WebAppDashboard

ApXu1B yCTpOMCTB
®PUNLTPbI apXMBA YCTPONCTB

[aHHble nogpasgeneHus

YnpaeneHve nogpasseneHmem

Il modulo integra le funzionalita di ECGWebApp permettendo di organizzare le unita in
gruppi, modificare i temini di servizio associati alle unita o ai gruppi ed estrapolare

statistiche sui dati associati alle unita e ai gruppi.

Mownck co CBO60ﬂ,HbIM TEKCTOM

Homep cepun
ID ycTporicTea (bakyabTaTUBHO)
MNoapasaenexue (GakynbTaTUBHO)

Yananernue
MepeyeHb NoAb30BaATENEN, MPUCBOEHHbIX MOAPa3aeNeHMI0

dopmartbl MnopTa obcnegoBaHUi

HeobpaboTaHHble gaHHble cyTouHoro  [na xontepa KM

MoHUuTOpUpoBaHua IKI (Cardioline)
PDF

Cm.: sp_ECGWebApp_Holter

[na Bcex meToamMK
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MpoTtoKonbl anA pabounx cnucKkos

DICOM
HL7

YnpasneHue pabounmm cnnckamum ans Holter — onuma DICOM (no 3anpocy)

YnpasneHue pabounmm cnnuckamm ans Holter —onuys HL7

dopmartbl aKcnopTa obcnegoBaHui

PDF

Oonuuu
Onuwna DICOM

Onuua HL7

Onuwma ysegomeHus no noure

Onuusa PDF

Onuua yaaneHHoW a/1eKTPOHHOM
noAnmcu

Oonuua  JloKanbHOM  3/IEKTPOHHOM
noanmcu

Onuusa Yat

Cm.: sp_ECGWebApp_Holter

[Ons Bcex obcnenoBanmin —onuma PDF nam nonb3oBatenbckunii BapnaHT PDF

Moay b No3BOAAET NOAYYUTb CIMCOK paboT ¢ npoTokonom DICOM (nepeaada cnmcka
paboT Ha ycTporicTea Cardioline) (no 3anpocy)

3TOT MoAy/1b NO3BONAET MMMOPTUPOBATL Paboyme CNMCKM C NOMOLLbIO NpoToKkona HL7
€ BHelHMx cuctem Ha ECGWebApp Holter. Moaynb noakato4eHns He BKAOYaeT B cebsa
nepcoHanmsaumm (3anpocutb [eknapaumto cootsetcTBuA HL7 ana AononHWTenbHom
nHbopMaLmn).

Mopaynb yBelOMIEHUA MO3BOMAET HAa MOMEHT ronyyYeHua obcnenoBaHua  Ha
ECGWebApp oTnpaBuTb 3apaHee yKazaHHOMY NoydYaTeto 31eKTPOHHOoe CoobLIeHne co
CCbIZIKOM ANA NPAMOro AOCTyNa Ha CTPaHUUy C MeA3aK/toveHWemM Mo MnosyYyeHHOMY
obcnenosaHMio. MoXKHO NpMBA3aTb apec OTNPaBKK K NoApa3aeNeHunto, NTOMUMO TOro,
B 3aBMCMMOCTM OT TUMa nojydeHHoro obcneaosaHus (neamaTpuyeckoe/B3pocibiit
MaLMEHT), MOXHO 33JaTb A,Ba Pa3HbIX aapeca 3/1eKTPOHHOM NoYTbI.

Mo/y/b N03BOIAET 3KCNOPTUPOBATL 0bCNeA0BaHMeE C 3akntoBYeHem n3 ECGWebApp B
dopmate PDF BO BHewHw nanky (obulyto nanky). BoamoxHa MHAMBMAYyaNbHanA
HaCTPOWMKa 3aKkto4YeHNA (Ha fBe cTpaHuubl, 418 KT B COCTOAHMM NOKOA).

Moaysb no3Bo/AeT 3aBepATb UMPPOBOM MOAMMCHIO pe3ynbTaThl 0bcnenoBaHUM,
3aK/toYeHne Mo KOTopbiM bBbiso cocTasneHo B ECGWebApp, ¢ nomolilbto cepsuca
KBaMOUUMPOBAHHOW 3/1EKTPOHHOM MNOAMUCK, B COOTBETCTBMM C pernameHTom EC
910/2014 (EIDAS), npeaoctasnsemoro CepTudnKkaumoHHbiMm LeHTpom Namirial SPA.
Monb3oBaTenn C UMOPOBLIM CEPTUPMKATOM, MMetolMe BO3MOXKHOCTb CO3/4aBaTb
mea3akntodeHna B ECGWebApp MoryT noAnucbiBaTb 31EKTPOHHO Mea3aK/alodeHns B
dopmate PDF, co3gaHHble Nt06bIM NOAAEPHKUBAEMbBIM METOAOM.

Mpoueaypa 3aBepeHus UMPPOBOM NOAMMUCHIO MCNOMb3YET CNeUmasbHOe NPUIOKEeHNe
(Android nnu i0S), nnu e TokeH, KoTopbll reHepupyeT koa OTP (One Time Password),
OEeNCTBUTENbHBIN AN OAHOM onepaunn.

Heobxoammoe nporpamHoe obecneveHmne: ECGWebApp (c onumeit umdbposoit nognmncu)
n SWS Virtual Appliance (TpebyeTca cuctema a4 3anyckas BUPTYaibHbIX MaLLMNH).

Moaysb no3BosAeT 3aBepATb UMPPOBOM MNOAMMCHIO pe3ynbTaThl 06CcnenoBaHUM,
3aK/toyeHne no KoTopbiM 6bio coctasneHo B ECGWebApp, ¢ nmomolibto dyHKLUMK
KBaMOUUMPOBAHHOW 3/1EKTPOHHOM MNOAMUCK, B COOTBETCTBMM C pernameHTom EC
910/2014 (EIDAS), npeaoctasnsemoro 4ldentity. Monb3oBaTenn co cmapT-KapTamm Uam
USB-ToKEHaMW, MOAKAYEHHbIMW Ans  measakntodeHun B ECGWebapp, moryt
noAnucbiBaTb oT4eTbl B opmate PDF, cozaaHHble Nt06bIM NOAAEPHKMBAEMbIM METOLOM.
Heobxoammble MO: ECGWebApp (c onuuelt mectHoi umdposoi noanucu) n MO
4ldentity.

Mogaynb No3BOAAET Bam HayaTb YaT WAM BMAeOYaAT Mexxay pedepepom U nepsbim
no/ib30BaTesIeM, NOAKMOYEHHbIM K 610Ky, M3 KOTOPOro NpmuxoamT ak3ameH (WebChat).
Beb-yaT aKkTMBEH BO Bpema coobuleHna o6 sk3ameHe SKI mau PDF. lMonb3osaTens,
KOTOPOMY MOKHO MO3BOHWTb, YTOOLI ObITb BOCMPUMMUMBBLIM, AO/KEH HAaXOAMTbCA Ha
CTPaHMULE CMUCKA 3K3aMeHOB, OTKy/Za OH DyAeT nosyyaTb yBeAOMIEHME O BXOAALLEM
3BOHKe. Ecnn kK ECGWebApp ogHOBPEMEHHO NOAKAOYEHO HECKO/IbKO MOob30BaTe e,
CBA3AHHbIX C NpPMBOPOM, KOTOPbLIM nepeaan uccnenoBaHWe, yBeaOMAeHWA 6yayT
[0X0ANTb 40 BCeX MOAK/OYEHHbIX MO/1b30BaTEN1eM, HO TO/IbKO TOT, KTO NepPBbIM NpUMeET
BbI30B, HAYHET MHTEPAKTUBHbIM CeaHC C Bpayom. Bo Bpema YaTa MOXKHO 0OMeHMBaTbCA
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dainamu. B cnyyae, eciv pedepep He nosnydaeT oTBETa, OTNPABMB 3aMNpPOC Ha 3BOHOK, Y
Hero ecTb BO3MOXHOCTb OCTaBWTb COODOUEHME, KoTopoe OyaeT OTnpaBieHo
cobeceHVKY MO 31EKTPOHHOM noyTe.

Onuua IkcnopT / umnopT 6asbl Mogay/sib N03BOMAET 3KCMOPTMPOBATb M MMMOPTMPOBATb 3K3aMeHbl M3 6a3bl AaHHbIX

[OaHHbIX ECGWebApp (ECGWebApp Database Management). MOoXHO 3KcnopTMpoBaThb
nccnenosaHus, GUAbTPYA MX NO BPEMEHHOMY MHTepBasy, No AaTe MoydeHus U no
eavHUUe  MPUHAA/NEKHOCTM.  PaHee  3KCMOPTMPOBAHHbIE  3K3aMeHbl  MOMKHO
MMNOPTUPOBATb B 6a3y AaHHbIX.

3awmTa gaHHbIX U 6e3onacHOCTb

MpoTokon nepeaayn KoHburypmpyemblii 3aKkoanpoBaHHbIin npoTokon (https)
Loctyn LocTyn c aBTopuM3aumelt (MMa nosib3osaTens U Naposb)

Bo3MOXKHOCTb ayTeHTUbMKaLMK ¢ nomollsto Active Directory™
Logging (perucrpaumn ombok) =  Timestamp

= CTeneHb TAXeCTW, HaNaZKa, NpeaynpexaeHue, olwnbka

=  Knacc

= CooblleHne
=  QOuwwmbKa (ecam AoCTynHO)

OTcnexunsaHme KOHTPObHbIN aHaM3, COXPaHEHHbIM B 6a3e AaHHbIX, A8 06cnenoBaHuit:
=  maA nosb3oBatens
= |P-appec
=  Pecypc
= Onepauna
= |D pecypca

=  Timestamp
=  CoobuieHune
= YCTPOMCTBO

*NpumedaHue: Kputepun 6e30nacHOCTM 1 3alMTbl AaHHbIX Ans Cubeholter Web (o6s3aTenbHo ¢ onumeit Xontep) cMoTpuTe B
TEeXHWYeCcKoM nacnopTte nporpammHoro obecneyeHuns Cardioline Cubeholter Web.

Knaccudmrkaumna no MDD 93/42/CEE

Knacc Knacc |

PauyMoHanbHbIN Mpasuno 10 npunoxenHns IX Anpektusbl 93/42/EEC, BKAKOYas COOTBETCTBYOLLME
nonpasku

YNOAHOMOYEHHbIX OpraH TUV (1936)

CooTBeTcTBME HOBbIM O6WMM NpaBuaam Mo 3alyuTe NEPCoHaNbHbIX gaHHbIX - GDPR (General Data
Protection Regulation)

KoHTponb ooctyna MocpeacTBOM MCMO/b30BaHMSA MMEHW NOb30BaTENA M Napos 418 BXOAa B
NpUNOKEHME.
AOMWHUCTPATOP CUCTEMbI MOXKET YNPaBAATb CNEAYHOLWMM:
= C/IOXKHOCTb Napons
= CPOK cayKbbl Napons
= MaKC. NPOAO/IKMTENBHOCTb HEAaKTUBHOM ceccunm
= O/IOKMPOBKA aKKayHTa Nnocsie onpeaeéHHOro KOMYeCTBa HeyaauHbIX BXOA0B

3almTa AaHHbIX B CMAWEM PEXUME C NOMOLLbIO MCMONb30BaHMA cncTeMbl WKdpoBaHua TDE (npo3payHoe wndposaHue
[OaHHbIX), AoCcTynHOM B Bepcuax SQL Server 2016 Enterprise uam SQL Server 2019
Standard.
(vueHsnmn 1 ncnonb3osanune SQL Server Enterprise uan SQL Server Standard
npuobpeTatoTcs HENOCPEACTBEHHO OTAE/bHO)

Cm.: sp_ECGWebApp_Holter Pea.: 09 [Oara: 16/03/2022
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Audit trail (AyanTopckuit cren)

YaaneHne AaHHbIX nauveHTa (Npaso

Ha 3abseHue)

MNopTnposaHume

MocpeacTsom perncrTpaumm nepenadn AaHHbIx Ha 06BbEKTbI cUcTeMbI (0bcaeaoBaHus,
[aHHble NaumeHTa,..).

Bo3morkHOCTb yaaneHna scex AaHHbIX, OTHOCALWLMXCA K Bbl6paHHOMy nauneHTy.

BO3MOXHOCTb 3KCNOPTMPOBATL NO OAHOMY BCEX AAHHbIX O6Cl'|e,£I,OBaHI/IF| nauneHTa gnAa
BbIMO/THEHNA X MUTPaLNN

*npumedaHue: coemectumoctb ¢ OP3 ana Cubeholter Web cmoTpuTe B TEXHUYECKOM nacnopTe NporpaMMHOro obecneveHms

Cardioline Cubeholter Web.
Knaccudpukauyma no FDA

Knaccuoukauyma

He noanexuT yTBepsKaeHuto

Knaccudpukaumsa no IEC 62304 - NO

Knacc pucka

Apyrue Knaccupukauum

BceMMpHas HOMEHKNATYpa
MEIMULIMHCKUX U3LEeNNiA

CND

RDM (PeecTp MeamuUMHCKMX
npubopos)

MpumeHuMmble cTaHpapPTbI
EN ISO 15223-1

EN 1041
EN ISO 13485

EN ISO 14971
EN 62304

EN 62366

B

44098 WHPOPMaLMOHHaA cucTeMa MporpamMMHoOro obecneyeHus, NpUKAaaHble
Nporpammbl, Kapanonorma

712059009 cuctembl 18 aHanM308 1 ynpasaeHua rpadurkos KT

1786932/R

MeamupHckne npubopsbl - YcioBHble 0603HaYeHMsA, UCMoNb3yemble AN8 STUKETOK,
3TUKETMPOBaHWE U MHGOPMAUMA O MedMUMHCKMX npubopos - YacTb 1: OcHOBHble
TpeboBaHMA

MHbopmaums, npeaocTaBnsemasn NnponssoamuTesem MeamLUmMHCKUX U3ae1mi

MeamumHckme nsaenmna - Cuctembl ynpasaeHMs KavyecTBom - TpeboBaHua ana uenem
peryampoBaHus

MeauumHckme wusgenvs - [pUMeHeHWe ynpaBieHWAa PUCKaMKU K MEeaMUMHCKUM
n3nenmam

MporpammHoe obecneyeHve [AnA  MeaMUMHCKOTO obopyaosaHus - [lpoueccs,
KacatoLmMecs KN3HEHHOrO UMKIa MPOrpaMmmMHOro obecrneyeHus

MeaunupHckoe obopyaosaHune - [pUMEHEHME XapaKTEPUCTUK 3KCMyaTaLMOHHOM
NPUrOAHOCTM K MeAMUMHCKOMY 060pY10BaHNIO

CBo60aHbIE Bepcum

81019595-05
81019595-10
81019595-20
81019595-30

81019595-WL

81019595-FL

Cm.: sp_ECGWebApp_Holter

ECGWebApp Holter 1-5 (1-5 ycTpoICTB M HEOrpaHUYeHHOEe KOMYEeCTBO
nosib3oBatesnen)

ECGWebApp Holter 6-10 (6-10 ycTpOMCTB 1 HEOTPAHUYEHHOE KOIMYEeCTBO
no/sib3oBaTtesen)

ECGWebApp Holter 11-20 (11-20 ycTpOMICTB 1 HEOTPAHUYEHHOE KOMYECTBO
nonb3oBaTesnei)

ECGWebApp Holter 21-30 (21-30 ycTpOMCTB M HEOrPAHUYEHHOE KONMYECTBO
no/sib3oBaTtesen)

ECGWebApp Holter Unlimited (HeorpaHn4YeHHOE KONMYECTBO YCTPOMCTB U
HeorpaHM4YeHHoe KOIMYeCTBO No/b30BaTeNel)

ECGWebApp Holter Full (Unlimited & Onuun ECGWebApp)
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Walk200b

Product Name
Generic Name
Product Code

Manufacturer

Description of Device

Walk200b
Walk200b
87018307
Cardioline Spa

Registered Office and Production:
Via Linz, 151

38121 Trento

Italy

Sales Office:

Via F.lli Bronzetti, 8
20129 Milan

Italy

Walk200b is a recorder for monitoring blood pressure over a 24-hour period.
Walk200b is compatible with CARDIOLINE® Cubeabpm reading and analysis software, please
refer to the related documentation.
Walk200b is an easy-to-use, lightweight and compact recorder to maximise patient comfort.
In particular, Walk200b features:
= LCDdisplay for displaying measured values and service messages (this function can
be disabled via software);
= advanced PC connectivity based on standard Bluetooth technology or through USB
(optional, requires data-transfer cable);
= self-adapting algorithm for controlling cuff inflation
= event marker and start/end of waking and sleeping periods functions;
= small size and noiseless pump.

Acquisition
Method

Pressure value range

Pressure accuracy
Static pressure range
Frequency accuracy
Frequency range
Measurement range
Measurement protocol
Memory capacity

Data transfer

Compatible devices

Ref.: sp_Walk200b

Oscillometric

Systolic from 60 to 290 mmHg
Diastolic from 30 to 195 mmHg

+ 3 mmHg in the indicated interval

from 0 to 300 mmHg

Higher than or equal to £ 3 bpm (or 2%)

30 to 240 beats per minute

5, 10, 15, 20, 25, 30, 40, 50, 60, 90 and 120 minutes
2 editable interval groups

300 measurements or 48 hours

Bluetooth (Class 1/ 100 m)
USB (optional)

Cardioline Cubabpm (version 1.4.5 or higher required for USB option)
Cardioline Webuploader (version 1.9 or higher required for USB option)

Rev.: 14 Date: 25/05/2022
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Cardioline Device Web Manager

Power supply 2 rechargeable batteries:
= Ni-MH 1.2 V each and min. 1500 mAh (AA)
= 2 alkaline batteries 1.5 V (AA)

Battery life > 300 measurements

Display To see the menu

Buttons 4 buttons (Start, Day/Night, Event, On/Off)

Buzzer A buzzer to signal the main operations (on or off, start and completion of a measurement)
and errors

Configurable settings Measurement protocol (time interval and number of measurements)

Maximum recording duration: 24hrs
Dates and time
Language

Dimensions 128 x 75 x 30 mm

Weight 240 g with batteries

Protection against accidental ingress IP X0

of water or substances IP X2 with Walk200b waterproof case
Packaging 30x21x61 cm, 1 Kg

Temperature 102 C-40°C
Humidity 15% - 90%
Altitude up to 3000 meters above sea level

Temperature -202C-50°C
Humidity 15% - 95%

Class Class lla
Rationale Rule 10 annex IX Directive 93/42/EEC and its amendments
Notified Body TUV (1936)

Number 510K Unavailable
Classification Unavailable
Product Code: Unavailable
Review Panel: Unavailable
Regulation Number: Unavailable

Ref.: sp_Walk200b Rev.: 14 Date: 25/05/2022
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Classification according to IEC 60601-1 — Electrical safety

Protection against electrical shock IP (Internal power supply)

Applied parts Type BF — defibrillation-proof
Protection against accidental ingress IP X0

of water or substances IP X2 with Walk200b waterproof case
Sterilisation methods NA (not intended to be sterilised)
Suitability for use in oxygen-rich No

environments

Operation mode Continuous operation

Classification according to IEC 60601-1-2 — Electromagnetic compatibility

Group 1

Class B
Performance

Standard EN 80601-2-30

Other classifications

GMDN 36888 Patient data recorder, long-term, sphygmomanometer

CND 712050404 - HOLTER BLOOD PRESSURE RECORDERS

RDM (Medical Device Catalogue) 597697/R

Applicable Standards

ENISO 15223-1 Medical devices - Symbols to be used with medical device labels, labelling and information

to be supplied — Part 1: General requirements

EN 1041 Information supplied by the manufacturer of medical devices

EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14971 Medical devices - Application of risk management to medical devices

EN 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential
performance

EN 60601-1-2 Medical electrical equipment - Part 1: General requirements for basic safety and essential
performance - Collateral standard: Electromagnetic compatibility - Requirements and tests

EN 62304 Medical device software - Software life cycle processes

EN 60601-1-6 Medical electrical equipment - Part 1: General safety requirements - Collateral standard:

EN 60601-1-11

EN 62366
EN 60601-2-47

EN 80601-2-30

Usability

Electromedical devices - General requirements for basic safety and essential performance -
Collateral standard: Requirements for medical electrical equipment and medical electrical
systems used in the home healthcare environment.

Medical devices - Application of usability engineering to medical devices

Medical electrical equipment - Part 2-47: Particular requirements for the safety, including
essential performance, of ambulatory electrocardiographic systems.

Medical electrical equipment - Part 2-30: Particular requirements for the basic safety and
essential performance of automated non-invasive sphygmomanometers

Product Configurations

Ref.: sp_Walk200b Rev.: 14 Date: 25/05/2022
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87019307 Walk200b — BT connectivity

87019305 Walk200b - BT and USB

87019305-C Walk200b - BT and USB (includes n. 1 Walk200b-PC USB data transfer cable)
KW200TEL Walk200b config. BT ABPM TEL

87019305-T Walk200b config. BT/USB ABPM TEL

87019305-CT Walk200b config. BT/USB ABPM with cable USB TEL
Accessories

01020009 Large cuff for walk200b

01020008 Medium cuff for walk200b

01020007 Small cuff for walk200b

01020006 Extra Small cuff for walk200b

01020010 Extra Large Cuff for Walk200b

65090070 Pouch for Walk200b

69400074 Undercuff band 50-ply roll

63090733 Walk200b waterproof case

67040301 USB data transfer cable

Ref.: sp_Walk200b Rev.: 14 Date: 25/05/2022
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Description of product:
Walk400h is a new generation holter ECG recorder that allows you
to record, with any patient cable configuration, up to 48 hours, with
a sampling rate of up to 1000 samples/second and up to 7 days, with
a sampling rate of 250 samples per second, for both adult and
pediatric patients.
It is possible to choose the number of channels to be recorded using
YI a 5, 7 or 10-wire cable. The device automatically recognises the
! "' inserted cable and consequently selects the type of recording.
| Through the software it is also possible to select the sampling rate to
‘ be used by the device while recording.
: Walk400h offers the operator the option to record a 20s voice
; S BB ICI IR | message during the preparation of the exam.
' The user interface is simple and intuitive. A TFT 2.2” colour display
' shows up to 6 traces simultaneously, allowing the physician to check

@ good signal quality before starting recording. A 4-way joystick plus

pressure allows you to easily navigate the menu and configure the
device. Two LEDs, a green one and a blue one, provide indications on

' battery and device status, while a buzzer signals any errors.

The recorder comes with a compact design in terms of weight and

f dimensions to ensure that the appliance is comfortable to wear.

J The recorded data may be downloaded and analysed via the
Cardioline Cubeholter software or downloaded and sent to a remote
computer via the Cardioline DeviceWebManage or Webuploader
software. Data are transferred via a USB cable.

With DeviceWebManager or Webuploader it is also possible to
prepare the recorder, by transferring patient data onto it and the
type of recording to be performed.

The power supply with standard AA battery ensures that the
recorder is easy to prepare.

L@

CARDIOLINE /

7

Product name Walk400h
Generic name Walk400h
Product code 81018030
Manufacturer Cardioline Spa
Headquarters
Via Linz, 151
38121 Trento
Italia
Intended use Walk400h/Clickholter is an ECG Holter recorder intended for

continuous ECG signal recording. The signal recorded in the devices’
internal storage is intended to be transferred to a PC for analysis via
a designated ECG Holter analysis software.

Ref.: sp_Walk400h www.cardioline.com Rev.: 11 Date: 14/02/2023



CARDIOLINE

Year marketed

The ECG signal is recorded with a patient cable that may have 5, 7 or
10 wires (Walk400h only), according to the number of ECG channels
to be recorded: 3 channels with 5 or 7-wire cables and 12 leads with
10-wire cable (Walk400h only). The recorded data are transferred to
the PC through a USB connection.

A colour graphic display shows up to 6 channels during preparation
of the recorded. This feature allows the physician to check signal
quality before starting recording.

The device is indicated for use in a clinical setting: hospitals, clinics
and outpatient facilities of any size. It is also suited for home use.

= The device is indicated for continuously recording the ECG
signal.

= The device is not indicated for use as physiological
monitoring of vital signs.

=  The device is not intended as the only means for
determining the diagnosis.

=  The device is indicated for use on adult and paediatric
patients.

= The device is indicated for use by a physician or trained
personnel acting on behalf of an authorised physician.

2018

ECG recording
ECG leads
Patient Cable

CMRR

DCinput impedance

A/D Converter Features

Sampling rate for signal analysis and storage
Resolution A/D Converter

Signal resolution for analysis and storage
Dynamic range

ECG Bandwidth

Filters

Front-end performance

Pacemaker detection

Up to 12 leads

5-wire cable — 3 single-pole channels
7-wire cable — 3 double-pole channels
10-wire cable — 8 channels/12 leads (standard ECG assembly)

>85dB

>60MOhm

24 bit, 96000 samples/second/channel

User selected: 250 — 500 — 1000 samples/second/channel
<1 uV/LSB

2.5uV

+/- 400 mV

Performances equivalent to 0.05 - 300 Hz (at 1000 sps)

Linear phase digital diagnostic high-pass filter (compliant with IEC
60601-2-25 2nd ed.)

ANSI/AAMI/EN 60601-2-47 2nd ed.

Hardware detection coupled with digital convolution filter
Compliant with 60601-2-47 201.12.4.4.109
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Defibrillation protection

Patient cable recognition

Lead-fail detection

Maximum recording duration

Internal memory

Data transfer
Compatible devices
Electrical features

Power supply

Battery life

User interface

Display

Buttons

LED

Buzzer
Voice recorder

Configurable settings

Patient data

Specifications
Dimensions

Weight

Protection against accidental entry of water or

substances

Ref.: sp_Walk400h
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Not present
Automatic identification of patient cable used
Independent for all leads

500/1000 samples/second/channel: 48 hours
250 samples/second/channel: 7 days

Regardless of number of channels

16 GB SD card
Capacity above 100 3-channel recordings, 24 hours at 250 sps

USB 2.0
Cardioline Cubeholter, Webuploader

1 standard AA battery:
= Alkaline

= Lithium
Alkaline battery (~2500 mAh):

=  More than 48h of recording
Lithium Battery (3000mAh, 1.5V):

= 7 days of recording

TFT 2.2” colour display displaying 6 traces
Resolution: 240 x 320 px

1 multifunction button (4 direction buttons + 1 central button)

Green battery status indication LED
Blue device status indication LED

A buzzer to signal errors
Voice recorder for any comments while preparing the patient

Recording type: 250-500-1000 Hz

Maximum recording duration: 24hrs, 48hrs, 7 dd
Dates and time

Language

ID

Name
Surname
Date of birth
Gender

96 x 65 x 20 mm
100g with battery (80g without battery)

IP 4X
IP 42 with Walk400h waterproof case

www.cardioline.com Rev.: 11 Date: 14/02/2023
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Packaging 15x21x5cm, 1 Kg

Temperature 52 C=+402C

Humidity 50% + 95% - without the pouch
15% + 95% - with the pouch

Pressure 500 +1060 mbar

Temperature -259 C+70eC
Humidity 5% + 95%
Pressure 500 +1060 mbar

Protection against electrical shock

Class Class Ila

Rational Rule 10 annex IX Directive 93/42/EEC and its amendments
Notified Body TUV (1936)

Number 510K Unavailable

Classification Unavailable

Product Code: Unavailable

Review Panel: Unavailable

Regulation Number: Unavailable

IP (Internal power supply)

Applied parts

CF type

Protection against accidental entry of water
or substances

IP 4X
IP 42 with Walk400h waterproof case

Sterilisation methods

NA (not intended to be sterilised)

Suitability for use in oxygen-rich
environments

No

Operation mode

Group

Continuous operation

Class

Standard

EN 60601-2-47

Ref.: sp_Walk400h
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GMDN

12388 Recorders, Long-Term, ECG, Portable

CND

712050403 ECG HOLTER RECORDERS

RDM (Medical Device Catalogue)

EN ISO 15223-1

1706791/R

Medical devices - Symbols to be used with labels, labels and information
on medical devices to be supplied - Part 1: General requirements

EN 1041 Information supplied by the manufacturer of medical devices

EN 1SO 13485 Medical devices - Quality management systems - Requirements for
regulatory purposes

EN ISO 14971 Medical devices - Application of risk management to medical devices

EN 60601-1 Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance

EN 60601-1-2 Medical electrical equipment - Part 1: General requirements for basic
safety and essential performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests

EN 62304 Medical device software - Software life cycle processes

EN 60601-1-6 Medical electrical equipment - Part 1: General safety requirements -

Collateral standard: Usability

EN 60601-1-11

Electromedical devices - General requirements for basic safety and
essential performance - Collateral standard: Requirements for
electromedical devices and electromedical systems used in a domestic
environment.

EN 62366

Medical devices - Application of usability engineering to medical devices

EN 60601-2-47

Medical electrical equipment - Part 2-47: Particular requirements for
basic  safety and essential  performance of ambulatory
electrocardiographic systems.

63050099 |[EC 5-wire patient cable

63050100 IEC 7-wire patient cable

63050101 IEC 10-wire patient cable

63090306 Walk400h USB connection cable

VL-00-S Disposable button electrodes 25 pcs

9983015 Disposable button electrodes 50 pcs

SGF03642 Disposable button electrodes 100 pcs (only for Telemedicine)
65090069 Pouch for Walk400h

66030038C Fixing system for patient cable

Ref.: sp_Walk400h
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63090732 Walk400h waterproof case (waterproof pouch IPX2)
P-00-S Pediatric disposable button electrode, 50 pcs.

Ref.: sp_Walk400h www.cardioline.com Rev.: 11 Date: 14/02/2023
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1. GENERAL INFORMATION

1. GENERAL INFORMATION

This manual is an integral part of the device and should always be available as support material to the clinical
practitioner or the operator. Strict compliance with the information contained in this manual is an essential
prerequisite for a proper and reliable use of the device.

Have the operator read the manual thoroughly as the information related to the different chapters is only
described once.

This manual was written with the utmost care. Should you find any details which do not correspond to those
contained in this manual, please inform Cardioline SpA, who will proceed to correct such inconsistencies as
soon as possible.

The information contained in this manual is subject to change without notice.
All changes will be in compliance with the regulations governing the manufacturing of medical equipment.

All trademarks mentioned in this document are property of their respective owners. Their protection is
guaranteed.

No part of this manual may be reprinted, translated or reproduced without the manufacturer's written
authorisation.

The codes relating to this manual are listed below.

Language Code

ENGLISH 36510701_EN

1.2. System Requirements for Work Stations

BrOWSET ...cococeeeeeeeeeeeeeeeeeeeeeeeee Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

MONItOr....cvvvieieieeeceeee e, 13" or larger (at least 18.5" is recommended)
Resolution 1366x768 or higher
Network interface.......cccccvovvecinenns At least one network interface

NOTE: For the requirements relative to the server, please refer to the "Administrator Guide".
NOTE: The station must have antivirus software. The software must provide for periodic updates.
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1.3. Licensing terms

By installing the software, the terms and conditions described as follows are accepted.

Object of this agreement is the consent of a use licence for the software and the operating manual. Cardioline
SpA guarantees a personal licence, non-exclusive and non-transferable, for use of the software and the
attached documents. The software and accompanying documents are protected by copyright. The user must
comply with copyright law dispositions.

All rights relative to the software are the property of Cardioline SpA. The transfer of software onto another
computer by internet or data channel is not permitted.

The programs and the attached documents cannot be changed, copied, merged with other programs or made
available to third parties.

The user is deemed responsible for any damage stemming from non-compliance with the copyright, or from
violation of the conditions reported in this agreement.
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2. SAFETY INFORMATION

2. SAFETY INFORMATION

Cardioline SpA will be held responsible for the safety, reliability and functionality of the devices only if:

1. Assembly, modification or repair operations are carried out by Cardioline SpA or by one of its
Authorised Assistance Centres;

2. The device must be used in compliance with the instructions contained in the user manual.

Always contact Cardioline SpA should you wish to connect any devices not mentioned in this manual.

&Warnings

=  This manual provides important information on proper use and safety of the device. Failure to comply
with the described operating procedure, improper use of the device, ignoring the specifications and
recommendations supplied, may cause severe physical injuries to the operators, patients and
bystanders, or may damage the device.

= Have the operator carefully read and understand the contents of the operator manual and the other
annexed documents before using the device.

& Attention

=  The device exclusively works with compatible Cardioline devices.

=  Thoroughly read the instruction manuals of any devices that will be used alongside the ECGWebApp
Holter / ECGWebApp ABPM.

= The device does not require any calibration or special instrumentation for correct use and
maintenance.

=  When it is required to dispose of the CD support and/or packaging material, adhere to local waste
disposal regulations.
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3. SYMBOLS AND LABEL

3.1. Explanation of the symbols

A Comply with the instructions in the user manual
1936 CE marking — compliance with European Union directives
REF Product code

Refer to the user instructions

d‘ Manufacturer

3.2. Device label

Label placed on the USB drive that contains the software for user manual installation:
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4. INTRODUCTION

The manual is a user guide for the ECGWebApp Holter / ECGWebApp ABPM device.
The following steps are described in the “Operating Guide” document provided with this manual:

= Use of the Cardioline ECGWebApp Holter / ECGWebApp ABPM user interface.

= Use of the software to manage the ECGWebApp Holter / ECGWebApp ABPM patient database.

= Use of the software to review tests.

= Use of the software to manage users and their access to the ECGWebApp Holter / ECGWebApp ABPM.
= Use of the software to manage the units.

= Using the software to display the referring devices.

=  Troubleshooting.

4.2. Recipients

This manual is intended for professional operators. Basic knowledge regarding the use of the software is
assumed.

The minimum level of knowledge required for individual users varies according to the permissions attributed
to them, as well as the operations that they can perform via the ECGWebApp Holter / ECGWebApp ABPM.
Namely, users who are allowed to review the tests are required to have clinical skills and detailed knowledge
of the procedures and ECG tests.

4.3. Intended use

The ECGWebApp Holter is software intended for the reception of tests performed using Cardioline devices, to
store them and review them online.

= The device receives ECG Holter tests in “raw data” and/or PDF format (created by means of Cardioline
Cubeholter software) via the internet and saves them on its own database.

=  The device receives ECG Stress, ECG Holter and ABPM Holter tests in PDF format (PDF reports created
by means of Cardioline Cube software) via the internet and saves them on its own database.

=  The device lets you review ECG Stress, ECG Holter and ABPM Holter tests via PDF report.
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= The device must be used by professional and adequately trained personnel. It is not intended as the
only means for determining the diagnosis.

The clinical function of ECGWebApp is limited to the PDF viewer.

4.3.2. ECGWebApp ABPM

The ECGWebApp ABPM is software intended for the reception of tests performed using Cardioline devices, to
store them and review them online.

= The device receives ABPM Holter tests in “raw data” and/or PDF format (created by means of
Cardioline Cubeabpm software) via the internet and saves them on its own database.

= The device receives ECG Stress, ECG Holter and ABPM Holter tests in PDF format (PDF reports created
by means of Cardioline Cube and Cubeholter software) via the internet and saves them on its own
database.

= The device lets you review ECG Stress, ECG Holter and ABPM Holter tests via PDF report.

= The device must be used by professional and adequately trained personnel. It is not intended as the
only means for determining the diagnosis.

The clinical function of ECGWebApp is limited to the PDF viewer.

4.4. Description of the device

..................................................................................................................................................................

The ECGWebApp Holter is software that receives tests performed with Cardioline devices via the internet,
stores them and allows them to be reviewed via the web. Namely, ECGWebApp Holter is able to manage ECG
holter, ABPM holter and ECG stress tests:

=  ECG holter tests: With the ECGWebApp Holter you can fully manage the ECG Holter tests. Thanks to
integration with Cardioline Cubeholter Web and WebUploader or Device Web Manager software, you
can:

- receive work lists to be used when preparing the recorders (via WebUploader or Device Web
Manager),

- receive the test in raw data format in the ECGWebApp, from a recording station (via
WebUploader or Device Web Manager),

- download a test from ECGWebApp to revise or review it with the Cubeholter Web software
(locally installed on the reviewing station),

- save the reviewed test in raw data format, with its analysis and final report in PDF, in
ECGWebApp so that it is always available online for consultation.

= ABPM Holter and ECG stress tests: ABPM holter and ECG stress tests are managed as PDFs, generated
by the Cardioline Cube Suite software. Reviewing is possible by adding a page with the conclusions to
the final PDF report.
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The ECGWebApp database consists of:

= Tests archive — ECG Holter (in PDF format), ECG stress (in PDF format) and ABPM Holter tests (in PDF
format).

= Patient archive — to which the tests are associated.

= User archive — who can access the ECGWebApp and perform various operations based on the
permissions associated to them (for example, reviewing tests, managing patient demographics, etc.).

= Unit archive — clinics, hospitals and healthcare facilities that have sent tests, corresponding to the
Department ID associated with the test.

= Device archive — list of devices that have sent tests to ECGWebApp.

It is possible to connect the ECGWebApp by using a standard internet browser (Internet Explorer, Chrome,
Opera, etc.), in order to access the tests saved, as well as to patient, user and unit data.

The available options and functions (e.g. maximum number of sending devices, integration with other IT
systems, etc.) depend on what configuration was specifically purchased and are saved in the provided
hardware protection key, without which the software cannot be used.

NOTE: For the application to function, the USB hardware key must be inserted on the computer/server where
the application is installed.

Compatible devices
The tests can be acquired with the following Cardioline devices:
=  ECG Holter devices (test transmission in raw data format)
0 WebUploader
0 Device Web Manager
= ECG Holter devices (transmission of the final PDF report)

0 WebUploader—test to be processed before the transmission with Cubeholter WS to generate
the PDF report

=  ABPM holter devices (test transmission in raw data format):
0 WebUploader
0 Device Web Manager

=  ABPM holter devices (transmission of the final PDF report)

0 WebUploader —test to be processed before the transmission with Cubeabpm to generate the
PDF report
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ECG stress devices (transmission of the final PDF report)

0 Cubestress (part of Cube Suite)

The ECG holter tests in raw data format can be downloaded to the local computer and reviewed using the
Cubeholter Web software (v. 3.0 and later versions).

4.4.2. ECGWebApp ABPM

The ECGWebApp ABPM is software that receives tests performed with Cardioline devices via the internet,
stores them and allows them to be reviewed via the web. Namely, ECGWebApp ABPM is able to manage ECG
holter, ABPM holter and ECG stress tests:

ABPM holter tests: ECGWebApp ABPM allows the complete management of the ABPM holter exams.
Thanks to the integration with Cardioline Cubeabpm and WebUploader or Device Web Manager
software it is possible to:

- receive work lists to be used when preparing the recorders (via WebUploader or Device Web
Manager),

- receive the test in raw data format in the ECGWebApp, from a recording station (via
WebUploader or Device Web Manager),

- download a test from ECGWebApp to revise or review it with the Cubeabpm software (locally
installed on the reviewing station),

- save the reviewed test in raw data format, with its analysis and final report in PDF, in
ECGWebApp so that it is always available online for consultation.

ECG Holter and ECG stress tests: ECG holter and ECG stress tests are managed as PDFs, generated by
the Cardioline Cubeholter and Cubestress software. Reviewing is possible by adding a page with the
conclusions to the final PDF report.

The ECGWebApp database consists of:

Tests archive — ECG Holter (in PDF format), ECG stress (in PDF format) and ABPM Holter tests
(complete recording in raw data and/or in PDF format).

Patient archive — to which the tests are associated.

User archive — who can access the ECGWebApp and perform various operations based on the
permissions associated to them (for example, reviewing tests, managing patient demographics, etc.).

Unit archive — clinics, hospitals and healthcare facilities that have sent tests, corresponding to the
Department ID associated with the test.

Device archive — list of devices that have sent tests to ECGWebApp.

It is possible to connect the ECGWebApp by using a standard internet browser (Internet Explorer, Chrome,
Opera, etc.), in order to access the tests saved, as well as to patient, user and unit data.
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The available options and functions (e.g. maximum number of sending devices, integration with other IT
systems, etc.) depend on what configuration was specifically purchased and are saved in the provided
hardware protection key, without which the software cannot be used.

NOTE: For the application to function, the USB hardware key must be inserted on the computer/server where
the application is installed.

Compatible devices
The tests can be acquired with the following Cardioline devices:
=  ECG Holter devices (test transmission in raw data format):
0 WebUploader
0 Device Web Manager
= ECG Holter devices (transmission of the final PDF report)

0 WebUploader—test to be processed before the transmission with Cubeholter WS to generate
the PDF report

=  ABPM holter devices (test transmission in raw data format):
0 Cubeabpm
0 WebUploader
0 Device Web Manager

=  ABPM holter devices (transmission of the final PDF report):
0 Cubeabpm

0 WebUploader—testto be processed before transmission with Cubeabpm to generate the PDF
report

= ECG stress devices (transmission of the final PDF report)

0 Cubestress (part of Cube Suite)

The ABPM holter raw data exams can be downloaded to the local computer and reviewed using the Cubeabpm
software.
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5. PREPARATION FOR USE

5.1. Installation

Please refer to the “Administrator Guide” manual provided with the application to install ECGWebApp Holter
/ ECGWebApp ABPM.

5.2. Receiving tests from the devices

______________________________________________________________________________________________________________

ECGWebApp Holter / ECGWebApp ABPM can receive tests sent from devices connected via the network.
The operating and configuration modes depend on the type of referring device.

5.2.1. Reception from the Cubeholter software

Tests analysed and reviewed with the Cubeholter software may be via the appropriately configured
WebUploader software.

Tests in raw data format (analysed with Cubeholter Web) can only be sent to ECGWebApp Holter /
ECGWebApp ABPM with Holter function.

The reports in PDF format generated by Cubeholter WS, however, can be sent either to ECGWebApp Holter /
ECGWebApp ABPM or ECGWebApp Holter / ECGWebApp ABPM with ABPM function.

Please refer to the Cubeholter and WebUploader software manual for specific configuration and operating
instructions.

5.2.2. Reception from the Cubeabpm software

..................................................................................................................................................................

Tests performed with the Cubeabpm software can be sent using the Cardioline WebUploader software,
configured with the address to send the tests (e.g. http.//192.168.0.51:9091/cardiolineECGWebApp Holter /
ECGWebApp ABPM/REST) and the username and password must correspond to a user who has permissions
to send the tests (see par. 10.4.1).

Tests in raw data format can only be sent to ECGWebApp Holter / ECGWebApp ABPM with ABPM function.
The reports in PDF format generated by Cubeabpm, however, can be sent either to ECGWebApp Holter /
ECGWebApp ABPM or ECGWebApp Holter / ECGWebApp ABPM with Holter function.

Please refer to the WebUploader software manual for specific configuration and operating instructions.

5.2.3. Reception from the Cubestress software

Tests performed with the Cubestress software (PDF report) can be sent to ECGWebApp Holter / ECGWebApp
ABPM using the Cardioline WebUploader software, configured with the address to send the tests (e.g.
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http://192.168.0.51:9091/cardiolineECGWebApp Holter / ECGWebApp ABPM/REST) and the username and
password must correspond to a user who has permissions to send the tests (see par. 10.4.1).
Please refer to the WebUploader software manual for specific configuration and operating instructions.
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6. USING THE APPLICATION

6.1. Access the application

To access the ECGWebApp Holter / ECGWebApp ABPM application, you need to know your credentials
(username and password) as well as the internet address to which you wish to connect; both are provided by
he who manages the ECGWebApp Holter / ECGWebApp ABPM within the organisation.

Once the log-in website URL and credentials are known, simply double-click on the icon that is created on the
desktop after the installation (if any).

Startup icon

Alternatively, if the icon is not present, simply launch an internet browser on your computer, such as Internet
Explorer, type the web address provided to log on to the ECGWebApp Holter / ECGWebApp ABPM in the
address bar (e.g.http://192.168.0.51:9091/cardiolineECGWebApp Holter / ECGWebApp ABPM/REST) and
press the Enter key on the keyboard.

Web address for access
(e.g. http://192.168.0.51:9091/cardiolineECGWebApp /
ECGWebApp Holter /REST)

Insertion of the web address into the internet browser

12
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[ - -ole pi. X
@ Cardioline WebApp CARDIOLINE

Username

[ Ricordami

I\

Password

EcgWebApp 1.0.6 CARDIOLINE  ©2015 - Copyright 2015 CARDIOLINE SpA

ECGWebApp Holter / ECGWebApp ABPM start page

In either case, the ECGWebApp Holter / ECGWebApp ABPM initial page will open, allowing you to enter your
application log-on credentials (username and password).

The page contains the following fields:
= Name: field with alphanumerical text to enter your Username
= Password: field with alphanumerical text to enter your Password
Enter your Username and Password in the corresponding fields and press the Enter button (or the Enter key

on the keyboard) to access the ECGWebApp Holter / ECGWebApp ABPM.
Tick the Remember me box to save your credentials for future log-ins.

The first page of ECGWebApp Holter / ECGWebApp ABPM that will open will differ according to the
authorisation level associated with your user account. For instance, the page with the list of tests or the page
with the list of patients. Refer to par. 10.4.1 for a detailed description of the permissions that can be attributed
to each user.

13
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6.2. General overview

After logging into the application (see par. 6.1), you can access the user interface, which consists of web pages
divided into two main panels:

= Side control panel (1):

on the left, it contains the following fields/keys:

= Name and user icon: identification string of the user who logged in; click on the user icon to
view your username and change your password.

= Exit: key to close the session and return to the Log In page
= Main function keys (visible or not depending on the user's access rights):

0 Patients: to view the list of patients stored in the archive (a superposed number
indicates the number of tests received);

0 Tests: to view the list of tests saved in the archive;

0 Admin: to view: list of users, list of units, list of Mailboxes, list of Report phrases, list
of devices and settings;

0 Report: to open the interface for reporting the last test received.

=  Work area (2):

at the centre of the page and with a variable content depending on the page being displayed.

\11"5&?}3” Exam list CARDIOLINE
Exit
[ Pediatric Status Type Date interval
- v - v & 21/07/2021 - 28/07/2021 ~ Search
Units Advanced Search~
Full Name Patient ID Acquisition Time Unit Modify By Modify On Type Result Actions
27/07/2021 14:15 Cardio Resting Pending Kann 1
2123432 27/07/2021 14:02 Cardio Resting Pending K |
‘ ) Admin nome cognome 123456789 27/07/2021 12:17 Cardio Webapp Admin 27/07/2021 Stress Normal s, E B §
1,.;| — 45678876 27/07/2021 08:45 Cardio Webapp Admin 27/07/2021 Stress Borderline ,PE B W
“,7" Heview PAOLINO PAPERINO 1 26/07/2021 14:37 Cardio Stress Pending s |
1 cs sda 234 26/07/2021 12:41 Car?y Webapp Admin 26/07/2021 Resting Borderline P, E B W
test eddy test webapp 123 26/07/2021 09:03 Carl Webapp Admin 26/07/2021 Resting Borderline [ |
test eddy test webapp 123 26/07/2021 09:01 Cardio Webapp Admin 26/07/2021 Resting Normal P E B W
testdjdj djdjtest 22445566 22/07/2021 09:19 Cardio Webapp Admin 22/07/2021 Resting Normal [ |
Davide Guerruccio 77 21/07/2021 15:45 Cardio Webapp Admin 27/07/2021 Resting Borderiine S E B W
Fiore Viola 44 21/07/2021 15:44 Cardio Resting Pending Kl |
DJDJ DIDJ test33 21/07/2021 12:42 Cardio Resting Pending Pl |

Cardioline ECGWebApp 2.7.0.1530 CARDIOLINE ©2021 - Copyright 2021 CARDIOLINE SpA

General overview

14




ECGWebApp Holter - ECGWebApp ABPM
6. USING THE APPLICATION

6.2.1. Main commands

The ECGWebApp Holter / ECGWebApp ABPM interface composes of web pages and also contains keys and
features typical of this technology. The control categories in the ECGWebApp Holter / ECGWebApp ABPM
are as follows:

@ It allows you to view your username and change your password.

[. Patients ] Keys dedicated to a specific function
n Selection keys

Check box selectors

— 2 3 - Numerical selectors

12 ' Drop-down menus
— Icons with button functions
E E ﬁ Icons that indicate a status or specific category
I aUr . rossi @ mail. it Hyperlinks
Search Text insertion fields

6.2.2. Display options

ECGWebApp Holter / ECGWebApp ABPM's pages generally display tables. It is possible to modify the number
of lines displayed (12, 24, 50, 75) and scroll the pages of the displayed tables by respectively selecting the
option from the menu (A) or by clicking on the numbers and arrows (B).
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Full Name

CONDINO FRANCESCA
ORRITOS ANTONIO
CARDENAS (PRUEBA) CARLA
PALMISANO ROSA
ARCIDIACONO DOMENICO
GIUSSANI MARIA ORSOLA
MANFE'_2 FABIO

SIA MARIA FLORA
CURTIARNALDO
SANTAGATA PSQUALE
MOZART WOLFGANG

BRUNATI ROBERTO

2 v A

Result Actions
Normal m B
Normal m B
Normal m B
Pending VAR |
Pending AR |
Borderline m B
Pending AR |
Pending VAR |
Normal m B
Pending VAR |
Pending AR |
Pending VAR |

m = =

mi

u

[ BEE
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7.  TESTS LIST

7.1. General appearance

Click on the Tests button on the side control panel in order to access the Tests list.

[ Exams ‘

Tests button

@m?sp Exam list CARDIOLINE
Exit
00 Pediatnc Status Type Date interval
- v - v & 21/07/2021 - 28/07/2021 ~ Search
Patients ‘ NS = Vancea searcn~
Full Name Patient ID Acquisition Time Unit Modify By Modify On Type Result Actions
‘ 27/07/2021 14:15 Cardio Resting Pending s |
R = 2123432 27/07/2021 14:02 Cardio Resting Pending Kd 1 1
‘ LI ‘ nome cognome 123456789 27/07/2021 12:17 Cardio Webapp Admin 27/07/2021 Stress Normal ,PE B W
’ — 45678876 27/07/2021 08:45 Cardio Webapp Admin 27/07/2021 Stress Borderline P E B W
L{ T PAOLINO PAPERINO 1 26/07/2021 14:37 Cardio Stress Pending s |
cs sda 234 26/07/2021 12:41 Cardiology Webapp Admin 26/07/2021 Resting Borderline P E ]
test eddy test webapp 123 26/07/2021 09:03 Cardio Webapp Admin 26/07/2021 Resting Borderline T |
test eddy test webapp 123 26/07/2021 09:01 Cardio Webapp Admin 26/07/2021 Resting Normal P E B W
testdjdj djdjtest 22445566 22/07/2021 09:19 Cardio Webapp Admin 22/07/2021 Resting Normal "hE §
Davide Guerruccio 77 21/07/2021 15:45 Cardio Webapp Admin 27/07/2021 Resting Borderline S E B W
Fiore Viola 44 21/07/2021 15:44 Cardio Resting Pending Pl |
DJDJ DJDJ test33 21/07/2021 12:42 Cardio Resting Pending R |
Test list 3 DR EX

Cardioline ECGWebApp 2.7.0.1530 CARDIOLINE  ©2021 - Copyright 2021 CARDIOLINE SpA

Tests list page

The Test list contains a list of all of the tests received and saved in the ECGWebApp Holter / ECGWebApp ABPM
database, organised in a table.
Each user can only see the tests associated to the units visible by that user, as described in par. 10.4.

The following fields are displayed for each test:

=  Full name: name and surname of the patient associated with the test. If the fields with the name and
surname are empty, the table displays them as “- -“.

= |D:ID code of the patient associated with the test. If the identification field is empty, the table displays
itas “-".

= Date of acquisition / Date of reception: date and time in which the test was acquired / received (in a
format consistent with the operating system settings - “cultureinfo”) configurable from the Admin >
Settings page by a user with system management permissions.

17
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= Unit: name of the unit (e.g. of the ward, hospital, machine, etc.) the test is associated with. See par.
10.5 for a detailed description of the Units.

= Modified by: name and surname of the physician who reported the exam if the exam was reported,
name and surname of the physician or technician who revised the exam if the exam was revised,
otherwise blank.

= Modified on: date on which the test was revised or confirmed (in a format consistent with the
operating system settings - “cultureinfo”);

= Test type: identifies the test method:
0 Holter (ECG holter)
0 Stress (ECG stress)
0 Abpm (ABPM holter)

Paediatric test icon E :automatically associated by ECGWebApp Holter / ECGWebApp ABPM to the
test (and it cannot be modified by the user) if the test's patient is under 18 years old (as defined by
the Word Health Organisation).

= Result: overall assessment assigned by the doctor who reported the test:
0 Normal: normal test

Borderline: test within normal limits

Abnormal: abnormal test

Pending: test awaiting report

Revised: test revised by a physician or technician but not yet reported

O O O o o

Rejected: test identified by the physician as not reportable

Urgent icon :automatically associated by ECGWebApp Holter / ECGWebApp ABPM to the test
(and it cannot be modified by the user) if the test was classified as “urgent” when acquired by the
electrocardiograph. Only available for tests acquired with ECG100/200 and touchECG series
electrocardiographs.

Signed icon ﬁ . present if the exam has been digitally signed (only if ECGWebApp Holter /
ECGWebApp ABPM has the Digital Signature option).
= Actions: function keys that identify the possible operations on the test. They vary according to the
status of the text and authorisation level associated with the user as described in par. 10.4.1).
Display and search options

Itis possible to order the tests according to various fields in ascending and descending order by clicking on the
individual column labels.

Moreover, it is only possible to view a certain number of tests using the search fields that are available in the
upper part of the work panel, above the test list.
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Search filters
Notably, it is possible to use the following search fields and their combinations:

= Paediatric: tick the box to only display paediatric patient tests (below 18 years of age as defined by
the World Health Organisation);

= Status: All, Pending (to be confirmed), Confirmed, Signed (digitally signed), Analyzed;

=  Type: Stress — Holter — ABPM, selecting an option from the drop-down menu to only display tests
corresponding to the selected test type;

= Time interval: allows you to only select tests with acquisition or reception date (based on the date
displayed) corresponding to the interval entered (in a format consistent with the operating system
settings - “cultureinfo”);

= Mailbox: My — All, displays only the tests to be reviewed by the user (if the “mailbox” function is
active). This filter can only be displayed by the reviewing user.

= Unit: tick the drop-down menu boxes to only display the tests sent by the selected units, you can select
more than one unit at a time;

= Advance reserch: setting the fields Id, Name, Surname, Birthdate (exact or time interval if the
checkbox interval is selected).

Press the Search key to apply the search options set; this will update the test list to only display those that
correspond to the selected criteria.

NOTE: The combination of selection filters, a part from the date of acquisition, is saved in the local settings and
browser of the computer used to access the ECGWebApp Holter / ECGWebApp ABPM. In this way, the same
filter combinations will be applied on future log-ins performed from the same computer and with the same
browser.

7.2. Actions that can be performed on the tests

To each test, on the basis of its status (reported or not) and on the permissions attributed to the user (as
described in par. 10.4.1), different actions can be associated, each corresponding to a function key:

4 Reporting or revising a test

—4 Display a test to be reviewed (with no option to edit it)
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[ | Opening a test that has already been reported or revised (with option to edit it)
Display the report of a test that has already been reviewed in PDF form, in order to
(A save it to the computer or sign it digitally (if ECGWebApp Holter / ECGWebApp

ABPM has a Digital Signature option).

Deleting a test

Test that cannot be opened as it has already been opened by another user with
report or revise permissions. For ABPM raw and Holter raw flows, it will not be
possible to download the test to the work station locally.

P =

See sec. 9 for a detailed description of the possible actions.

7.3. Open the patient file associated with the test

Click on the name of the patient displayed in the Full name column to view the patient file.

The patient file records the patient's detailed data (ID, ID2, date of birth, gender etc.) and a list of all the tests
associated with that patient.

The same actions available in the main Test list are available for these tests (see par. 7.1).

Patient file

Depending on the authorisation level associated with the user, the patient file can feature two function keys:
= Edit: to edit the patient's data, should the user have these rights (see par. 8.3.2).

= Rejoin: to disconnect the test from the current patient and associate it to another (see par. 9.6.1).
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8.  PATIENTS LIST

8.1. General appearance

By clicking on the Patients button on the control panel, you access the Patient list page which is visible if the
user is authorised to access the patient list.

! i
/0 Patients

Patient button

Patient list

Patients list page

The Patients List contains a list of all of the patients saved in the ECGWebApp Holter / ECGWebApp ABPM
database, organised in a table. The following fields are displayed for each patient:

=  Full name: the patient’s first and last name. If the name field is empty, the table displays it as “-”.
= Date of birth: the patient’s date of birth
= |D: patient identification code. If the identification field is empty, the table displays it as “ -“.

=  Selection button : used to open the Detailed file of the corresponding patient.
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Display and search options

It is possible to order the patients according to various fields in ascending and descending order by clicking on
the individual column labels.

Furthermore, it is possible to search through all of the saved patients by using the search field available above
the table with the patient list. Type one or more words in the Search field for the ECGWebApp Holter /
ECGWebApp ABPM to automatically display all of the patients who have that word within their individual
name, surname and/or identification fields. The search is automatically launched on entering digits in the field.
It is therefore possible to search for incomplete words or single characters.

8.2. Detailed Patient File

..............................................................................................................

Press selection key to display the Patient's detailed File next to the patient table.

Patient list Detailed file

Patient list and Detailed file page
The Detailed file of the Patient cannot be edited, shows all the information about the patient and consists of
two areas:
= Patient personal data (1) — displays the detailed data of the specific patient:
0 Name and Surname
Identification ID
Second Identification 1D2
Date of birth

Gender

O O O o O

Ethnicity
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o O o o

Address
Nationality
E-mail address

Telephone number

= Test List associated to the patient (2) — displays the tests associated to the specific patient ordered in
a table, which shows the following for each test:

(0]

O O O O

Date of Acquisition

Confirmed by — name of the doctor who reported the test (if applicable)
Type

Assessment

Actions — actions that can be performed on an individual test (on the basis of the user's
permissions)

For a complete description of the fields displayed for each test and the possible actions that can be
performed on the individual tests, please refer to par. 7.1.

The detailed Patient file, on the basis of the user's permissions, can have two buttons located in the top-right:

23

=  Edit: to edit the personal details of the selected patient (see par. 8.3.2);

= Delete: to delete the selected patient (see par. 8.3.3).

Detailed Patient file
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If the user is authorised to Edit and delete tests and patient data, it is possible to create a new patient and
save it in the archive by selecting the New button on the Patient List page.

=  Name (compulsory)

= Surname (compulsory)

=  Middle name

= |dentification ID (compulsory)
= Second ldentification ID2

= Date of birth

= Gender

= Ethnicity

= Address, city, country

= E-mail address

= Telephone number

The new patient can be saved or not by selecting the two buttons in the bottom-right:
= Back: cancels the creation and the data are not saved;

= Create: confirms the creation, the new data are saved and the patient is created.

Create new patient page

24




ECGWebApp Holter - ECGWebApp ABPM
8. PATIENTS LIST

8.3.2. Editing a patient's data

If the user is authorised to Edit and delete tests and patient data, by selecting the Edit button from the detailed
Patient file it is possible to edit patient data:

=  Name (compulsory)

= Surname (compulsory)

=  Middle name

= |dentification ID (compulsory)
= Second ldentification ID2

= Date of birth

= Gender

= Ethnicity

= Address, city, country

= E-mail address

= Telephone number

The new data can be saved or not by selecting the two buttons in the bottom-right:
= Back: cancels the change and the data are not updated;

= Update: confirms the change and the new data are saved.

Patient data modification page
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8.3.3. Deleting a patient

Select the Delete button from the detailed Patient file to delete the patient. When you delete a patient, all of
the tests associated to that same patient are also deleted.

A pop-up window asks for confirmation of the action to be executed:

= Cancel: cancels the action and the patient is not deleted

= Delete: confirms the action and deletes the patient.

NOTE: the delete operation is irreversible. Once a patient has been deleted, neither his/her data nor tests can
be recovered.

On reception of a new test, the ECGWebApp Holter / ECGWebApp ABPM checks if the patient's data recorded
during the acquisition phase and associated to the test corresponds to a patient who is already present in its
own patient database.

Should this outcome be positive, the ECGWebApp Holter / ECGWebApp ABPM automatically associates the
received test to the patient. Should the outcome instead be negative, the ECGWebApp Holter / ECGWebApp
ABPM creates a new patient on the basis of the data associated with the test.

The criteria with which the ECGWebApp Holter / ECGWebApp ABPM compares patient data associated to the
test with that of the patients in its own database can be configured during the installation phase (in this regard,
please refer to the Administrator Guide). Generally speaking, the search can be based on a comparison
between the patient ID fields, patient Name, patient Surname, Gender and Date of Birth or a combination of
the above.

In the event that the same test (same patient ID, same acquisition date and time, same machine and
department identifiers) is sent twice, the program only keeps the last one received.

The test-patient association carried out by the ECGWebApp Holter / ECGWebApp ABPM can in any case be
modified (by users who have this permission), as described in par. 9.6.1.
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9. VIEW, REVISE, REPORT AND MANAGE A TEST

To open a test, in order to view and eventually revise or report it, the user must be in possession of the
permissions required to view and revise or report tests.

Itis possible to open a test both from the Tests list (see par. 7 for additional details) and from the Patients list
(see par. 8 for additional details).

Based on the authorisations associated with one’s user profile and the ECGWebApp Holter / ECGWebApp
ABPM product, it is possible to:

4 Report a test that has not yet been reported

Opening a test that has already been revised or reported
[ | (and report it for the first time or report it again if
User with test reporting necessary)
permissions & Test that cannot be opened as it has already been opened
by another user with report or revise permissions
Open the PDF report of a reported test to save it on the
] computer or digitally sign it (if ECGWebApp Holter /
ECGWebApp ABPM has the Digital Signature option)
Reviewing a test that has not yet been reviewed or

rd
reported
Open a test that has already been revised (and revise it
User with test revising [ | again if necessary) or only view a test that has already been
permissions reported .
& Test that cannot be opened as it has already been opened
by another user with report or revise permissions
B Open the PDF report of a test already reported to view it
User with permissions to view 4 View a test that has not yet been reported
the tests only [ | View a test that has already been reported

9.1.1. Open a test in quick Reviewing mode

In order to open a test in quick Reviewing mode, it is also possible to use the Report function button, which is
only visible to users who have reporting permissions on the Test List page.
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Report button

The Report button automatically opens the latest test received by reception time and urgency and activates
the quick reviewing mode. After saving the report, as described in the following paragraphs, the window in
fact is not closed but the next test to be reviewed opens automatically, thus allowing the user to review in
sequence and on the same window all the tests received.

9.2. View, analyse, revise, review and digitally sign an ECG Holter test
in raw data format — ECGWebApp Holter

ECGWebApp with Holter function can receive ECG Holter tests in raw data format which may then be
downloaded and opened locally by means of Cubeholter Web (previously installed on the computer) for
analysis and revising or reviewing.

By selecting an ECG Holter test and clicking on Revise/Review, the test starts automatically downloading onto
one’s computer.

If at least one previous test associated with the same patient is already present, it is possible to view the pdf
of the last test thus allowing the reviewer and reviewing physician to compare tests.

If the Chrome browser is used (and automatic execution is configured), at the end of the download the test is
opened automatically with Cubeholter Web. In the other cases just double click on the file and choose “Open”
to start Cubeholter Web.

The test will be opened on Cubeholter Web with the name of the Reviser or Reviewing physician pre-filled,
depending on the type of user.

Once the test has been analysed and revised or reported with Cubeholter Web (as described in the relevant
user manual), the processing data can be sent back to ECGWebApp for archiving. In case of the reviewing
physician, the report in PDF format is also archived.

To do so proceed as follows in Cubeholter Web:

1. Save the revised or reported test by pressing the Revise/Review button in Cubeholter Web;

2. The test, complete with conclusions, summary and any final report, if it has been reported, is
automatically sent to ECGWebApp;

3. Ifthe exam is sent correctly, the following confirmation screen will appear:
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4. If the revised or reported test is already present in ECGWebApp and has already been
revised/reported, the following warning will appear, which allows the user to choose whether to
overwrite the data or cancel the sending operation:

5. Inthe event that the connection session to ECGWebApp Holter expires, this window will appear from
which you can re-login:

CARDIOLINE

3 WebApp Login

o Admin

v
Expired Session Token.

Press here to login into ECGWebApp.
Cubeholter Web

From the ECGWebApp Holter exams list it is therefore possible to display the revised/reviewed exam or the
final report and, if ECGWebApp Holter has a Digital Signature option and the user has Digital Signature
permissions, digitally sign it.
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To digitally sign the exam you need:

1. Open the PDF report by clicking the PDF button from the exam list;
2. Click the Save button from the PDF viewer;
3. Digital signature:

a. If ECGWebApp Holter has the option for Remote Digital Signature enabled, and the user has
Digital Signature permissions, clicking on the Save button opens a window from which it is
possible to digitally sign the exam, entering the Password and OTP code (One Time Password)
in the respective fields and clicking the Ok button.

If the signature window is opened and the reviewer does not want to sign the exam at the
time but only save it, simply uncheck the Sign box and press the Ok button.

b. If ECGWebApp Holter has the option for Local Digital Signature enabled, and the user has
Digital Signature permissions, clicking on the Save button will open a window from which it is
possible to begin the signing process described in par. 9.5.

The reported test, if signed digitally in this case, will appear in the tests list with the name of the reviewing
physician (Modified by — Modified on field) and the overall assessment value (Result field).

If the exam has been digitally signed, the signed icon o will also appear in the Result field.

5

P
The £ / ™ icon (visible respectively by the user with / without reporting permissions before the refraction

was saved) is replaced by the icon B, which allows re-opening the exam.

The revised test will appear in the list with the name of the reviser in the Modified by — Modified on field and
the term Revised with the overall assessment in the Result field.

. =
The 4 / ™ icon remains unchanged to indicate that access by a user with reporting permissions is required
to create the final report.

When the Save button is pressed, it returns to the Exam List instead.
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NOTE: refer to the operating manual of Cubeholter for additional information and instructions.

9.3. View, analyse, revise, review and digitally sign an ABPM Holter test
in raw data format - ECGWebApp ABPM

ECGWebApp with ABPM function can receive ABPM Holter tests in raw data format which may then be
downloaded and opened locally by means of Cubeholter Web (previously installed on the computer) for
analysis and revising or reviewing.

By selecting an ABPM Holter test and clicking on Revise/Review, the test starts automatically downloading
onto one’s computer.

If the Chrome browser is used, at the end of the download the test is automatically opened with Cubeabpm.
In the other cases just double click on the file and choose “Open” to start Cubeabpm.
The exam will be opened in Cubeabpm with the name of the Reviser or Reviewer precompiled.

ATTENTION: if ECGWebApp ABPM has been updated and the client module has not been updated, a message
will appear warning the user that the version is not compatible and it is necessary to update the application.
The confirmation of the command produces the exit from the application

Once the test has been analysed and revised or reported with Cubeabpm (as described in the relevant user
manual), the processing data can be sent back to ECGWebApp for archiving.

In case of the reviewing physician, the report in PDF format is also archived.

To do this it is necessary, in Cubeabpm, to follow the following steps:

1. Save and export the exam by pressing the key in Cubeabpm;
2. Choose "PDF" as export format and "File" as export mode;

3. Atthe end of the report creation process, close Cubeabpm and at the request to save the exam press
Yes.

4. If the user is a Reviser or Reviewer, the following screen will appear to be able to save the summary
of the exam and send the exam in ECGWebApp ABPM by pressing the check button to confirm the
choice and send the exam:

CARDIOLINE
.

CubeAbpm Web 1.0.0
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5.

6.

NOTE: The PDF file generated by the Reviewer will not be considered as a report in ECGWebApp

If the exam is sent correctly, the following confirmation screen will appear:

CARDIOLINE

100%

Exam succesfully sent.
CubeAbpm Web 1.0.0

Instead, if the exam is already present in ECGWebApp ABPM and has already been reviewed, the
following warning will appear, which allows the user to choose whether to overwrite the previous
report or cancel the sending operation:

CARDIOLINE

CubeAbpmWeb x|

@ Exam already "confirmed'. Would you ke upload ?

Yes No

Warning, the exam is already contirmed.
Press here to manage action.

CubeAbpm Web 1.0.0

In the event that the connection session to ECGWebApp ABPM expires, this window will appear from

which you can re-login:
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CARDIOLINE

) WebApp Login

" Admin

?

v
Expired Session Token.

Press here to login into ECGWebApp.
CubeAbpm Web 1.0.0

From the ECGWebApp ABPM exams list it is therefore possible to review the final report and, if ECGWebApp
ABPM has a Digital Signature option and the user has Digital Signature permissions, digitally sign it.

To digitally sign the exam you need:

1. Open the PDF report by clicking the PDF button from the exam list;
2. Click the Save button from the PDF viewer;
3. Digital signature:

a. |If ECGWebApp ABPM has the option for Remote Digital Signature enabled, and the user has
Digital Signature permissions, clicking on the Save button opens a window from which it is
possible to digitally sign the exam, entering the Password and OTP code (One Time Password)
in the respective fields and clicking the Ok button.

If the signature window is opened and the reviewer does not want to sign the exam at the
time but only save it, simply uncheck the Sign box and press the Ok button.

b. If ECGWebApp ABPM has the option for Local Digital Signature enabled, and the user has
Digital Signature permissions, clicking on the Save button will open a window from which it is
possible to begin the signing process described in par. 9.5.
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The reported and, in case, digitally signed exam, will appear in the exam list with the name of the referring
physician (field Modified by - Modified on) and the value of the overall assessment (Result field). If the exam

has been digitally signed, the signed icon g will also appear in the Result field.

.
The 4 / ™ icon (visible respectively by the user with / without reporting permissions before the refraction
was saved) is replaced by the icon B, which allows re-opening the exam.

The revised test will appear in the list with the name of the reviser in the Modified by — Modified on field and
the term Revised with the overall assessment in the Result field.

. —
The 4 / ™ icon remains unchanged to indicate that access by a user with reporting permissions is required
to create the final report.

When the Save button is pressed, it returns to the Exam List instead.

NOTE: refer to the operating manual of Cubeabpm for additional information and instructions.

With the ECGWebApp Holter / ECGWebApp ABPM, it is possible to review tests received as files in PDF format.
These tests can be opened using a PDF viewer.

- a

|| Cube Web Review X |+
€ | @ hostcardioline.com/8/Ecg/EditReport/30 (<] rca w A +¥ A& O =
£ EBamliist 4 Download
Full Name WMark Knight
Patient ID 974631
Sex m
- Cardioline SpA
Age 39 Via Fratelli Bronzetti, 8 "
| 20129 Hitano CARDIOLINE
Acquisition Time 30772014 12:00:00 AM
Doctor
Data di nasita 06/06/1966 Altezza
Eta 49 et3 Peso
Sesso Maschio Indice massa corporea
Secondo nome Dipper Sconosciuto (Auto) | Circonferenza toracica
Dati esame
Data esame 07/03/2014 Indicazioni
Durata esame 337 ore 23 minuti
Conclusions Terapia
Dati esame estesi
Misure totali # 20 'Va a dormire alle Pre esame
Misure valide # 4(20%) Risveglio alle PAS
Day 4 (20%) Braccio Sconosciuta PAD
night 0(0%) Bracdiale Sconosciuta
Analisi statistica
Analisi globale Day Night
PAS |PAD PAM | DIF | FC | PAS |PAD PAM| DIF | FC | PAS PAD PAM | DIF | FC
Hin 118 | 75 | 60 | 41 | 61 || 118 | 75 | G0 | 41 | 61
N Max 143 94 110 49 89 143 94 110 49 89
pamany - v C} Media 120 | 85 | 100 | 44 | 73 || 129 | 85 | 100 | 44 | 73
Mediana 128 86 100 44 71 128 86 100 a4 71
s = - = =
PDF Viewer

The user interface consists of two main areas: a side panel and a central work area.
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Side panel (1)
On the left-hand side of the page, it contains 3 sub-sections.
=  Function keys — they activate some basic functions:
0 Tests list: to go back to the Tests list page,
0 Download: to download the test in PDF format on your own computer

Printing is possible via the standard PDF viewer tools, which appear by moving the mouse into the
work panel area.

= Patient data — it cannot be edited by the user and contains the patient data and some information on
to the test:

0 Full name: patient’s first and last name
ID: patient identification code

Gender

Age

Date of acquisition: date and time in which the test was originally acquired

O O O O o

Confirmed by: name of the doctor who recorded the test

€ Examlist 4 Download

Full Name annibale angelo

Patient ID 250088

Sex

Age 60

Acquisition Time 23/04/2020 15:13 (Cardio)
Commit Time 23/04/2020 17:14
Confirmed By Webapp Admin

Function keys and patient data section

= Conclusions — modifiable by the user with the appropriate authorizations (see par. 10.4.1), contains
the report text and full assessment of the test.
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Conclusion Section

Work area (2):

The work area occupies the centre of the page and shows the test's PDF report (view only) Allows analysing
the test.

9.4.2. Report and digitally sign a test from the PDF viewer

If the user has the authorisation level to report the test, the field with the conclusions can be modified and
you can choose the overall assessment to attribute to the exam from a drop-down menu.
Proceed as follows to report a test:

1. If necessary, edit the conclusions (Conclusions field). If the Conclusion Statements function is active,
it is possible to retrieve standard phrases set previously (see par. 9.6).

2. Attribute an overall assessment to the test: normal, borderline, rejected (Summary field)

3. Press Save to save the new conclusions, the overall assessment and the name of the user who
reviewed the test.
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2 3

Reporting the test

The new conclusions, the overall evaluation and the reporter's name are saved inside the PDF test
stored in ECGWebApp Holter / ECGWebApp ABPM, as a new page added at the end of the report, and
clicking on the Ok button.

974631, Mark Knight, 3/7/2014

Conclusions
MNormal patient

121152015 Paul Summer

Report page
4. Digital signature:

a. If ECGWebApp Holter / ECGWebApp ABPM has the option for Remote Digital Signature
enabled, and the user has Digital Signature permissions, clicking on the Save button opens a
window from which it is possible to digitally sign the exam, entering the Password and OTP
code (One Time Password) in the respective fields and clicking the Ok button.

If the signature window is opened and the reviewer does not want to sign the exam at the
time but only save it, simply uncheck the Sign box and press the Ok button.
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b. If ECGWebApp Holter / ECGWebApp ABPM has the option for Local Digital Signature enabled,
and the user has Digital Signature permissions, clicking on the Save button will open a window
from which it is possible to begin the signing process described in par. 9.5.

The reviewed and, in case, digitally signed test will appear in the tests list with the name of the reviewing
physician (field Modified by — Modified on) and the global assessment value (Result field). If the exam has been

digitally signed, the signed icon g will also appear in the Result field.

S —
The icon ' | - (visible respectively by the user with/without reviewing permits before the report was
saved) is replaced by icon B, which allows re-opening the test.

When the Save button is pressed, you go back to the Tests List.

NOTE: PDF-type tests can be reported just the once.
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9.5. How to digitally sign an examination with a Local Digital Signature

If ECGWebApp Holter / ECGWebApp ABPM has the option for Local Digital Signature enabled, and the user
has Digital Signature permissions, clicking on the Save button allows the results to be saved (as seen in the

previous paragraphs) and opens a window, from which it is possible to begin the signing process described in
par. 9.5.

1. Click on the Ok button to begin the signing process:

2. Should you be prompted to launch the application, click on Open (tick the “Always connect” checkbox
so that the message does not reappear again in the future).
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3.

4.

Wait for the certificates to be loaded, then select the device to be used for signing:

Enter your PIN (if code storage is enabled, you will only be asked for it the first time you log in):
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5. Wait for the report to be signed:

6. Aftersigning the report, a confirmation message appears, and the signed PDF is saved in the database:
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9.6. Use the Conclusion Statements tool

The conclusions field of the Reviewing page can be completed using the Conclusion Statements tool, if this
function is active and the relative file has been uploaded (as described in par. 10.9).

9.6.1. Activating the Conclusion Statements tool

__________________________________________________________________________________________________________________________________________________________________

The Conclusion Statements function can be activated by clicking in the conclusions field (if it is enabled in the
settings) in two ways:

= Indirect mode: by typing a minimum (configurable) number of letters, a filtered list appears featuring
only the phrases containing the entered string.

= Direct mode: using the key combination Ctrl + space to display all the preloaded phrases.

Activating the tool changes the background colour of the field and does not allow interaction with the other
buttons.

9.6.2. Disabling the Conclusion Statements tool

To disable the Conclusion Statements function and return to the normal operating mode, the following is
necessary:

= |ndirect mode: press the Space key on the keyboard.

= Direct mode: click with the left mouse button in a generic point on the screen or press the Esc key.

If no item from the list has been entered, disabling the function will delete the characters entered since the
function was activated (see phrase search) and restore the background colour.

9.6.3. Search among the Conclusion Statements

Once the Conclusion Statements function has been activated, the results can be filtered further as follows:
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e Indirect mode: the search is carried out for a single word (even partial compared to the beginning of
the word), for each character entered in the field the list of Conclusion Statements is filtered
automatically; pressing the space key interrupts the search and closes the list.

e Direct mode: the search is carried out for several words (even partial compared to the beginning of
the words), for each character entered the list is filtered automatically.

e Scrolling mode: by positioning the mouse over the list, it is possible to scroll the list with the wheel or
with the up/down directional arrows.

NOTE: the search is not case sensitive, does not distinguish random word order or accented words.

9.6.4. Phrase selection
Once the list has been activated and filtered appropriately, the phrase can be selected by pressing the left
mouse button or by pressing the Enter key.

The selected phrase will replace the entered letters, in the indirect mode the letters that have activated the
selection.

NOTE: in direct mode, if the filter does not produce any results, pressing the enter key validates the phrase
entered as a search

9.7. Tests management

The tests received by the ECGWebApp Holter / ECGWebApp ABPM are automatically associated to a patient,
according to the methods described in the Administrator Guide. In general, when it receives a test,
ECGWebApp Holter / ECGWebApp ABPM checks if your database contains a patient whose record corresponds
with the incoming test record and, if the check is positive, performs the binding of the test with that patient.

However, if the user is authorised to access the patient list, it is possible to unbind a test from a patient and
rebind it to a different one.

As seen in par. 7.3, by clicking on the Full Name field of a test it is possible to open the Patient File associated
to that test.

If the user has permission to edit tests and patients, the patient file displayed contains, among others, the
function key Rejoin, which allows you to associate a test to a patient other than the one chosen automatically
by ECGWebApp Holter / ECGWebApp ABPM.

To perform the rebinding it is therefore necessary to proceed as follows:

1. Select the Rejoin key;
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Select the patient to which rebind the test by clicking on the arrow in the last column of the patients
list shown;

Check from the patient's page that the patient data are correct and confirm or not the choice by
selecting one of the two choice buttons:

= Back: cancels the action and re-joining is not performed.

= Delete: confirms and performs re-joining.

Patient file
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Patient Card

Search...

Name Surname Patient ID

HENRY JONES 1 E 2
Mark Knight 974631 n
Maria Gialli 00002FH n
Laure De Walt 95617 B
Robert Bianchi 1003 B
medtel sydney2 tester n
John Smith 201 B
Lucy Black 202 n
Samantha Forrest 203 n
Luis Andrews 204 n

10 E‘

1
w
=
1

Re-association patient selection

Confirm the re-association

9.7.2. Deleting a test

If the user has permissions for tests deleting (see par. 10.4.1 for details on authorisations), click on the bin icon

( Iﬂl) in the Actions column of the Tests List to delete a test.
A pop-up window asks for confirmation of the action to be executed:

= Cancel: cancels the action and the test is not deleted.

= Delete: confirms the action and deletes the test.
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NOTE: the delete operation is irreversible. Once a test has been deleted it can no longer be recovered.

9.8. Downloading and printing a test

__________________________________________________________________________________________________________________________________________________________________

It is possible to download, i.e. save on your own PC, and print a test in PDF format opening the related PDF

report with the B button and either clicking the Download key in the viewer's side Panel or moving the
mouse into the work area containing the report.

€ Examlist | {4 Download

Download other tests

With the Download key you can save locally a PDF file, containing the test report as displayed.

9.9. Simultaneous access to a test

The behaviour of the system depends on the type of test:

1) Inthe case of ECG tests:
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The symbol a on the Tests List page identifies a test that has been "locked", i.e. at the moment it is
open by another user with reviewing permissions. It is however possible for another user to open the
same test.

If the user who opens the test in the "locked" status also has reporting permissions a conflict may
occur, as two different users could report and update the test status simultaneously.

In order to avoid undesired conflicts, when a user with reporting permissions opens a test in the
"locked" status, he/she receives a warning message regarding the fact that the test is open and being
reported.

Nonetheless, should one of the two users report the test and save it, the other user receives a
notification message regarding the fact that the test has been modified and must be updated.

In this way, the users who are analysing the same test are notified of the other user's actions on that
same test.

NOTE: it is always good practice to avoid opening a test that is in the "locked" status, unless it is for
specific and urgent needs. In order to avoid conflicts, it is good practice to ask the user who opened the
test to close it before opening it again for reviewing.

In the case of Raw Holter or Raw ABPM tests:

The user pressing the button will not be able to download the test, a warning will appear indicating
that the test has been opened by another specified user.
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10. SYSTEM ADMINISTRATION

10.1. Main Page

Click on the Admin button on the control panel to access the page of the ECGWebApp Holter / ECGWebApp
ABPM administration section, from which it is possible to open the Users List, the Units List, the Devices List,
Conclusion Statements List, Mailbox List or the Settings page by selecting the corresponding button.

%\I Admin

N

Admin Button

10.2. User list

______________________________________________________________________________________________________________

The Users list contains a list of all the users saved in the ECGWebApp Holter / ECGWebApp ABPM database,
organised in a table.
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User list

User List page

User is intended as an entity that can access the ECGWebApp Holter / ECGWebApp ABPM prior to
authentication by means of a Username and Password.

Compared to the common meaning of the term User, in ECGWebApp Holter / ECGWebApp ABPM it does not
only mean a physical person but also a device with the appropriate permissions and credentials that can
connect to ECGWebApp Holter / ECGWebApp ABPM and act on it. A device, for example, must be configured
with the credentials of a user who has permissions to send tests, to be able to submit tests to ECGWebApp
Holter / ECGWebApp ABPM (see par. 10.4.1 for permissions details).

The maximum number of users depends on the configuration purchased.
NOTE: in the case of ECGWebApp Holter / ECGWebApp ABPM versions with a single user, that user is used both
to log on to the application as well as to send tests. The user must therefore have the relevant permission to

send the tests and must also be configured on the referring device.

The following fields are displayed for each user:
=  Full name: name of the user.

= User: name used to access ECGWebApp Holter / ECGWebApp ABPM.

= Selection button : used to open the Detailed file of the corresponding user.

If the maximum number of users allowed for the particular configuration installed has been reached, the
message “Limit of users reached” is displayed (as shown in the figure in the version with maximum number of
users equal to 1) and the New button is hidden (no more users can be created).
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Maximum number of users reached

Display and search options
It is possible to order the users according to various fields in ascending and descending order by clicking on

the individual column labels.

Furthermore, it is possible to search through all of the saved users by using the search field available above
the user list. Type a word in the Search field for the ECGWebApp Holter / ECGWebApp ABPM to automatically
display all of the users who have that word within their name, surname and/or e-mail address fields. The
search is automatically launched on entering digits in the field. It is therefore possible to search for incomplete
words or single characters.

10.3. Detailed User File

Press selection key to display the User's detailed File next to the user table.
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User List

Detailed file

The User detailed file lets you:

User List page

= Select and edit the permissions associated to that user (see par. 10.4.1),

= Enable (or disable) the user to allow (or prevent) their access to ECGWebApp Holter / ECGWebApp

ABPM (see par. 10.4.5).

= Enable the units that may be viewed by the user, to allow them, con with test access authorisations,
to only view the tests associated to the enabled units (see par. 10.4.6) — possible only if there are more

than one unit.

= Select the Mailbox to be assigned to the user (see par. 10.4.7) — possible only if the mailbox function

is active.

The detail page of the user has two function keys at the top right:

= Edit: to edit the data belonging to the selected user (see par. 10.4.3);

= Delete: to delete the selected user (see par. 10.4.8).

NOTE: since the devices that send tests to the application must be configured with the credentials (username
and password) of a user who has permission to send the tests (“Add new tests on the system”), there must
always be at least one user with such permission. This implies that, in case of configurations with a single user,
that user must also have permission to send the tests (“Add new tests on the system”).
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Detailed User File

10.4. Users management

The following table summarizes the permissions associated with the user and possible actions associated with
each permission and for each page of the application.
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reporting

possibility of reporting
tests and saving the
reports.

— View a test that has not yet been reported
[ | View a test that has already been reported
TEST LIST Yes Open the PDF of a test that has already been
It allows the user to reported
Access to read tests | access the Test List and Test that cannot be opened as it has already been
and patient data the Patient List pages, but & opened by another user with report or revise
only for reading purposes permissions
PATIENT LIST No - Access not allowed.
SYSTEM
ADMINISTRATION (USER No - Access not allowed.
AND UNIT LISTS)
rd Report a test that has not yet been reported
Viewing a test that has already been revised or
It allows the user to [ | reported (and report it for the first time or report
accgss thg Test List page it again if necessary)
Test access and section with the TEST LIST Yes Test that cannot be opened as it has already been

opened by another user with report or revise
permissions

Open the PDF report of a reported test in order to
save it on the computer or sign it digitally (if
ECGWebApp has a Digital Signature option)
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PATIENT LIST No - Access not allowed.
SYSTEM
ADMINISTRATION (USER No - Access not allowed.
AND UNIT LISTS)
It slllss e Ve o TEST LIST No - Access not allowed.
Add a new test to the | foot t0 the ECGWebApp | parienT LisT No - Access not allowed.
— (user to be configured on SYSTEM
the device that sends the
tests to the ECGWebApp). ADMINISTRATION (USER No - Access not allowed.
AND UNIT LISTS)
Edit a test - only if associated with the
TEST LIST Yes Edit authorisation for Read-only access to patient tests
and data
Create a new patient (open the New Patient page)
. New —only if associated with authorisation for Access
Edit and delete tests Lets the user rebind the to patient list
. tests to patients, edit the | PATIENT LIST Yes - 5 : .
and patient data . ) Editing patient data (open the Edit patient data
patient demographics. . . ) . -
Edit page) — only if associated with authorisation for
Access to patient list
SYSTEM
ADMINISTRATION (USER No - Access not allowed.
AND UNIT LISTS)
TESTS LIST Yes il Deleting a test
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Deleting a patient — only if associated with

55

PATIENTS LIST Y oo . .
) Lets the user delete the SHS & o authorisation for Access to patients list
Deleting tests and :
atient data tests and patient SYSTEM
P demographics. ADMINISTRATION (USER No - Access not allowed.
AND UNIT LISTS)
TEST LIST No - Access not allowed.
This is where the user PATIENT LIST Yes . Patient list display.
Access to patient list | accesses the patient list
and views the data. SYSTEM
ADMINISTRATION (USER No All Access not allowed.
AND UNIT LISTS)
VES P Review a test that has not yet been reviewed or
reported
Display a test that has already been reviewed (and
[ | review it again if necessary) or only view a test
that has already been reported
TESTS LIST
Test that cannot be opened as it has already been
& opened by another user with reporting or
reviewing permissions
B Open the PDF of a test that has already been
reported
PATIENTS LIST No - Access not allowed.
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Access SElE S Function keys description
allowed function key ¥ P
SYSTEM
ADMINISTRATION (USER No - Access not allowed.
AND UNIT LISTS)
TEST LIST No -
Lets the user access the PATIENT LIST No _
services of the
e SYSTEM
ng/\l’g:btﬁzp Withings ADMINISTRATION (USER No -
i ’ AND UNIT LISTS
Service Manager WebAppDashboard and )
import/export data WebAppDashboard Yes All Complete access to every feature.
without access to the ECGWebApp Withings Yes All Full access to all features except for access to the
ECGWebApp application. | Service patients list.
DATA IMPORT/EXPORT Yes All Ability to export/import the test database
TESTS LIST No - Access not allowed.
Lets the user manage the PATIENTS LIST No - Access not allowed.
S system users and units.
yS em ) Lets the user manage the | SYSTEM Yes All Complete access to every feature.
administration ECGWebApp Withings ADMINISTRATION (USER
Service. AND UNIT LISTS)
ECGWebApp Withings Yes All Full access to all features except for access to the

Service

patients list.
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Digital Signature

It allows the user to
digitally sign the reports.

Activation consists of associating the user
reference code (provided by the signature engine)
with the Signatory Code field in the users Admin.
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10.4.2. Creating a new user

Select the New button on the Users List page in order to create a new user and save this in the archive.
It is possible to insert the following personal details:

58

User (compulsory) —name with which the user accesses the ECGWebApp Holter / ECGWebApp ABPM.

Password (at least 6 alphanumeric characters and at least one lowercase alphabetical character) -
password used by the user to access ECGWebApp Holter / ECGWebApp ABPM.

Confirm password (compulsory) — for the verification of correct password insertion.
Name (compulsory) — data belonging to the user

Surname (compulsory) — data belonging to the user

Email (compulsory) — user email

Signature User ID: to be set with the ID associated with the user, if this must be enabled for the digital
signature.

NOTE: for the digital signature with the Namirial engine, use the following convention to map the code
with idOtp of the Namirial application:

0 "xxx": Namirial username: "xxx" corresponds to idOtp: -1
0 "xxx/0": Namirial username: "xxx" corresponds to idOtp: O

0 "xxx/1": Namirial username: "xxx" corresponds to idOtp: 1

Mailbox code — alphanumeric code identifying the mailbox to be set up/created for the user. When
creating a new mailbox, only the relative numeric code is necessary since the name of the mailbox will
be “name surname”. When creating the mailbox, a confirmation popup will appear:

Confirm Mailbox Creation

The Mailbox code provided does not match any existing Mailbox, a new Mailbox will be created.

Do you want to proceed?

Image — associated with the name of the user enabled for reporting, only for ECGWebApp with Holter
function. The image appears in the report with the name of the reviewing physician. The image must
be in bitmap format, for further details refer to the Cardioline ECGWebApp Administrator’s Guide.

Notes - additional information relating to the user. If the user is a reviewer user, in ECGWebApp Holter
/ ECGWebApp ABPM, in the reviewing phase, the information is added to the user name in the PDF
and in the raw ECG exam. With ECGWebApp Holter / ECGWebApp ABPM with Holter function, a row
is added under the name of the physician.
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= Units — list of units visible by the user. The selection/deselection can be: single, multiple or global, in
the latter case selecting the tick next to the “Name” description selects all the units according to the
filter applied, all if not completed.
The units can all be pre-selected or pre-deselected by default (see par. 10.4.6).

Moreover, it is possible to select the permissions to be attributed to that user, as described in par. 10.4.5.

The new user can be saved or not by selecting the two buttons in the bottom-right:
=  Back: cancels the change and the data are not updated;

= Update: confirms the change and the new data are saved.

Create new user page

NOTE: you can create a new user only if the maximum user limit set for the installed configuration has not been
reached. If the maximum limit has been reached a user must be deleted before creating a new one.

10.4.3. Editing a user's data

Select the Edit button from the detailed User file to edit that user's data:
= Name — data belonging to the user
= Surname — data belonging to the user
=  E-mail address
= Password (at least 6 alphanumeric characters and at least one lowercase alphabetical character)

= Notes

The new data can be saved or not by selecting the two buttons in the bottom-right:

=  Back: cancels the change and the data are not updated;
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= Update: confirms the change and the new data are saved.

Edit User page

10.4.4. Changing the password of a user

Change the password of a user by following the procedure described in par. 10.4.3 or by simply clicking on the
“user” icon in the top left part of all ECGWebApp Holter / ECGWebApp ABPM windows, as shown in the figure.

% admin
admin

admin

Change password

’ Patients
[ Exams

.QJ\{\_\
1\5; 1 Admin
p A Ty
User icon

Click on the icon to display the Username and click on Change Password to access the relevant tab, shown in

the figure below.
Change the password by typing the password twice and then clicking on Confirm. If you decide not to save the

change, simply close the window from the X button at the top right.
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Change password

sscssssace Confirm password Confirm

Tab to change the password

10.4.5. Editing the status and permissions of a user

The permissions attributed to a specific user correspond to the ticked boxes in the detailed file. To edit the
permissions of an individual user, simply open the detailed file and tick or uncheck the boxes in question.

To disable a user, preventing access to the ECGWebApp Holter / ECGWebApp ABPM, but without deleting
permanently from the user archive, simply set the ON/OFF button to OFF. To re-activate the user, simply set
the button ON.

To save the changes made to the permissions and/or to the user's status, press the Update button.

NOTE: A user with system Administration permission cannot remove this permission. The "System
Administration" tick box will therefore be selected but disabled in relation to the user.

NOTE: in case of configurations with a single user, that user must also have permission to send the tests (“Add
new tests on the system”).

10.4.6. Modify the units visible to a user

It is possible to restrict test accessibility by users by enabling the units visible to each one. In this way, a user
with test access authorisations (reading or reporting) may only see the tests associated to the units they are
enabled to. The Tests List will therefore be filtered.

To enable the units just click on Units in the user’s detail tab and tick the boxes of the units to be enabled. To
enable the units just click on Units in the user’s detail tab and tick the boxes of the units to be enabled. In
addition to the single/multiple selection, there is the possibility to apply Select all/Deselect all, in the latter
case the selection is applied to all the units filtered in the search. They are all considered if no filter is applied.

To save the changes made to the units enabled for the user, press the Update button.

NOTE: the Units button, and consequently the possibility to modify the units visible to the user, is only available
if more than one unit has been created. Vice versa, the button is not visible and the only unit is visible to all
users. It is possible to use a chekcck box next to the unit to select or deselect all the units.
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Enable Unit tab

10.4.7. Editing the Mailbox assigned to the user

It is possible to restrict access to test reviewing to authorised users by defining the Mailbox to be assigned to
them.

Each user can have at most one mailbox, which can be shared with multiple users.

This way, the reviewing user will be able to view all the tests but can only review and sign the tests associated
with their Mailbox or the tests that do not have an assigned mailbox.

To set up the Mailbox, simply click on the Mailbox button in the user details file and select the Mailbox to be
enabled.

To save the changes made for the user, press the Update button.

Mailbox v

‘ Dr.Stefano (101) v

Mailbox view

NOTE: the Mailbox button, and consequently the possibility to select which mailbox must be assigned to the
user, is available only if the mailbox function is active in the settings (see par. 10.10.1).

10.4.8. Deleting a user

Select the Delete button from the detailed User file to delete the user.
A pop-up window asks for confirmation of the action to be executed:
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= Cancel: cancels the action and the user is not deleted.

= Delete: confirms the action and deletes the user.

NOTE: the delete operation is irreversible. Once a user has been deleted it can no longer be recovered. To
prevent a user from accessing the ECGWebApp Holter / ECGWebApp ABPM, you do not need to permanently
delete them, but can simply disable them as described in Par. 10.4.5.

10.5. Units list
The Units list contains a list of all of the units saved in the ECGWebApp Holter / ECGWebApp ABPM database,
organised in a table.

Unit List page

Unit is intended as an entity (department, clinic etc.), which identifies who sent the test to the ECGWebApp
Holter / ECGWebApp ABPM. The unit code corresponds to the Department ID set on the sending device.

In cases in which a test is not associated with a Department ID or is associated with an invalid Department ID
(e.g. a Department ID that does not correspond to any of the units saved in the ECGWebApp Holter /
ECGWebApp ABPM), the test is automatically associated to a default unit, which, unless set differently,
corresponds to the first unit set up (see par. 10.6).

The following fields are displayed for each unit:

=  Numerical code — individual unit identification numerical code, eventually followed by the "default"
attribute.

= Name — unit description

= (Class — string that identifies the class in which a unit appears (to group different units together in a
single class)
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The search is automatically launched on entering digits in the field.
= Edit( 27 ): to edit the data relative to the unit (see par. 10.6.2).
= Users (w ): to enable or disable the users associated to the unit (see par.10.6.3).

= Delete (m): to delete a unit (see par. 10.6.4).

Display and search options
Itis possible to order the units according to various fields in ascending and descending order by clicking on the

individual column labels.

Furthermore, it is possible to search through all of the saved units by using the search field available above
the unit list. Type a word in the Search field for the ECGWebApp Holter / ECGWebApp ABPM to automatically
display all of the units that have that word within their numerical code name and/or class fields. The search is
automatically launched on entering digits in the field. It is therefore possible to search for incomplete words
or single characters.

10.6. Units management

Select the New button on the Units List page in order to create a new unit and save this in the archive.

It is possible to insert the following data:

=  Numerical code (compulsory) — individual unit identification numerical code (max settable value
65000)

=  Name (compulsory) — unit name

= (Class — string that identifies the class in which a unit appears (to group different units together in a
single class)

= Users authorised — a list of users with checkboxes to select the users who can view that unit.
It is possible to select/deselect users when creating the unit, on an individual or multiple basis or with the
select/deselect all function using the tick mark next to “User”.
The select/deselect all function applies the selection to what is applied by the filter, in the event that the filter
is not valued, all users will be involved.
The new unit can be saved or not by selecting the two buttons in the bottom-right:

= Back: cancels the change and the data are not updated;

= Update: confirms the change and the new data are saved.
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For each unit, access to individual users can be enabled/disabled by selecting/deselecting the tick box
corresponding to each user in the list.

A search box allows the user list to be filtered by entering in the field the string to be searched in the user
fields.

NOTE: The first unit created is automatically identified as being the default unit.

O gilberto gilb test

O m.galea maria pia galea
O manager manager test
(m] mariapia mariapia galea
(] reviewer reviewer test

sender sender test

system system test

|

Create new unit page

10.6.2. Modifying a unit

Select the Edit (E' ) button on the line corresponding to a unit in the Units List to edit the data belonging to
that unit.

=  Name
= (Class

=  Default —tick box that identifies the default unit

The new data can be saved or not by selecting the two buttons in the bottom-right:
= Back: cancels the change and the data are not updated;

= Update: confirms the change and the new data are saved.
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/Il - Applicazione ASPNET 3¢ | + .

e || Q Cera wBe O ¥ a0 =

CARDIOLINE

| € | @ | host.cardioline.com/8/Units/Edit/2

@ e Edit Unit
Exit

Name Drugstore 2
. Patients
Class 1

[] Default

< Back Update

CARDIOLINE © 2015 - Copyright 2015 CARDIOLINE SpA

Ecg\WebApp 1.0.8

Edit unit page

10.6.3. Edit the users associated with the unit

To edit the users associated to a unit it is required to select Users (ﬁ ) in the row corresponding to that unit
in the Units list. It is therefore possible to enable or disable the associated users by checking or un-checking

the boxes corresponding to each user.
The select/deselect all button can be used to select all users according to the search carried out, if the search
filter is not used it is applied to all users.

The changes may be saved by selecting the Save button.
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Modify users associated to a unit

10.6.4. Deleting a unit

Select the Delete ( ﬂf) button on the line corresponding to a unit in the Units List to delete the unit, as long as
this is not the default unit and does not have associated tests.
A pop-up window asks for confirmation of the action to be executed:

= Cancel: cancels the action and the unit is not deleted.

= Delete: confirms the action and deletes the unit.

NOTE: It is not possible to delete a unit with tests associated to it. In the same way that it is not possible to re-
associate tests to a different unit.

NOTE: To delete the default unit, you must associate the "default" property to another unit before proceeding
with the delete operation.

10.7. List of Devices

List of Devices contains a list of all the devices that have sent tests to the application, arranged in a table.
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List of devices page

The list of devices is automatically completed by the application when it receives a test. In fact, for each test
received, the application checks which device it was sent from (according to the serial number), and if the
device is not yet listed, it adds it.
Delete (): to delete a unit (see par.

=  Serial number: device serial number (unique).

= |D: ID of the device set on the referring device (optional functions).

= Unit: a string that identifies the Unit associated to the sending device according to the Ward ID set on
it (optional feature). If the Department ID set on the device matches the Department ID of one of the
Units saved in the database, the displayed string matches the name of the Unit, otherwise the string
matches the Department ID indicated in brackets (e.g. “(99)” if 99 is the Department ID set on the
electrocardiograph).

As shown, the ID and Unit are only displayed if the “display device detail” option has been purchased.

The last column contains the icons that correspond to the actions that can be performed on each unit:

= Delete (m): to delete a device (see par.10.7.1).

The maximum number of devices that can send tests to the application depends on the configuration
purchased. When the maximum limit of devices that have sent tests is reached, the message “The maximum
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number of devices has been reached” appears (as shown in the figure) and the application can no longer
receive tests from new devices other than those present in the list.

If tests need to be acquired from new or additional devices, a device in the list must be deleted (see par.
10.7.1) or an application update must be purchased, which increases the maximum number of sending
devices.

Index - Applicazione ASP.NET X

(€)@ 192168.051:9081 cardiowebapp/Devices ¢ || Q Cera w8 9 ¥ & 9 =
@ List of devicis A Limit of devices reached CARDIOLINE
Search...
Serial number D Unit Actions
01521503 101 Cardiology o
DEMO 0 IT Laboratory o
05151504 11635 Pediatric o
01521502 11 Pediatric o
o ‘-

Cardioline WebApp 1.10.473 CARDIOLINE  ©2015 - Copyright 2015 CARDIOLINE SpA

maximum number of devices has been reached

Display and search options

The devices can be set according to the various fields in ascending and descending order by clicking on the tab
of the individual columns.

Furthermore, it is possible to search through all of the saved devices by using the search field available above
the device list. Type a word in the Search field for the application to automatically display all the devices that
contain that word within their fields concerning the serial number, ID and/or unit. The search is automatically
launched on entering digits in the field. It is therefore possible to search for incomplete words or single
characters.

10.7.1. Deleting a device

A device can be deleted by selecting the Delete button (m) on the line corresponding to the device in the List
of devices.
A pop-up window asks for confirmation of the action to be executed:

= Cancel: cancels the action and the device is not deleted.

= Delete: confirms the action and deletes the device.
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10.8. Mailbox List

The Mailbox List contains a list of all mailboxes, organised according to a table. This page can only be displayed
if the “mailbox” function is enabled.

[

Mailbox List page

The following fields are displayed for each mailbox:

=  Numeric code — unique numeric identification code of the mailbox, corresponding to the Department
ID.

=  Name —name of the mailbox
= Actions —interaction with the mailboxes
The last column contains the icons that correspond to the actions that can be performed on each mailbox:

= Edit( 27 ): to edit the data relating to the unit (see par. 10.8.2).

= Users (w ): to enable or disable the users associated with the mailbox (see par. 10.8.3).

=  Tests ( +] ): to edit the tests associated with the mailbox (see par. 10.8.4)

= Delete (m): to delete a mailbox (see par. 10.8.5).

A new mailbox can be created using the New button (see par.10.8.1).

10.8.1. Creating a new Mailbox

To create a mailbox while configuring the user, see the user creation paragraph (see 10.4.2)
Select the New button on the Mailbox List page in order to create a new mailbox and save this in the archive.
It is possible to insert the following data:

= Numeric code — unique numeric identification code of the mailbox, corresponding to the Department
ID.

=  Name —textual identification of the Mailbox
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= Email —string (max 128 characters) with reference to the email.

The new mailbox can be saved or not by selecting the two buttons in the bottom-right:
= Back: cancels the change and the data are not updated;

= Create: confirms the change and the new data are saved.

Create new Mailbox page

10.8.2. Editing a Mailbox

Select the Edit (E;) button on the line corresponding to a mailbox in the Mailbox List to edit the data
belonging to that mailbox:

=  Name

=  E-mail address

The new data can be saved or not by selecting the two buttons in the bottom-right:
=  Back: cancels the change and the data are not updated;

= Update: confirms the change and the new data are saved.

Edit Mailbox page

10.8.3. Edit the users associated with the Mailbox

To edit the users associated with a mailbox, select the Users button (ﬁ) in the row corresponding to that
mailbox in the Mailbox List. It is therefore possible to enable or disable the associated users by checking or un-
checking the boxes corresponding to each user.
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The select/deselect all button can be used to select all users according to the search carried out, if the search
filter is not used it is applied to all users.

The changes may be saved by selecting the Save button.

[ ]

[ Exams
e

lisa2 Dr Lisaa Winterr

lisa3 DrLisaab Winterab

uploader uploader uploader

0000 ¢

Admin Webapp Admin

Edit the users associated with a mailbox

10.8.4. Re-associating a test with a Mailbox

..................................................................................................................................................................

A test can be re-associated with the current mailbox by selecting the Re-associate button ( = ) button on the
line corresponding to a mailbox in the Mailbox List.

The tests are displayed in a list with the following fields: Full patient name, patient ID, date of birth, Gender,
Date of acquisition/reception, test type, associated mailbox.

The tests list can be filtered in the same way as on the Tests List page, with the difference that the mailboxes
are also included and the time interval also considers the time in the range of filters.

The status cannot be changed, and only the tests to be reviewed are displayed.

Each test in the list has a tick box associated with it that allows the corresponding test to be selected and
associated with the current mailbox (multiple tests can be selected simultaneously).

In addition, it is possible to select/deselect all tests with a single tick box.

The changes can be saved by selecting the Save button, which re-associates all the selected tests with the
current mailbox.

Reassociate Exams \ usermailboxtest2 usermailboxt2 (4)

N Status Type Date interval
[] Pediatric
Pending v - v & 29/04/2020 00:00 - 06/05/2020 19:19 + Search
Units ~ Mailboxes « Advanced Search~
Patient ID Name Surname Birthdate
[ [ Interval
Full Name Patient ID Birthdate Sex Acquisition Time Type Mailbox
No data available in table
Search - . 12 v
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10.8.5. Deleting a Mailbox

Select the Delete button (m) on the line corresponding to a mailbox in the Mailbox list to delete a mailbox, as
long as this does not have any associated tests.

A pop-up window asks for confirmation of the action to be executed:
= Cancel: cancels the action and the unit is not deleted.

= Delete: confirms the action and deletes the unit.

Confirm delete

This procedure Is irmeversible. Are you sure you want to delete this Mailbox?

Dr Lisa Winter (Dr Lisa)

Delete Mailbox window

10.9. Conclusion Statements

The Conclusion Statements page allows users to use the auto-completion function for the conclusions field of
the test reviewing page.

This means that it is possible to create a centralised list of phrases or words that can be displayed in an
interactive drop-down menu, from which the user can choose the terms to be included in the conclusions

field.

The page shows the file containing the Conclusion Statements and the following actions are possible:

= Upload Conclusion Statements file: to upload the list of Conclusion Statements from a file (in .csv
format) called Conclusion Statements .csv. It is possible to upload multiple files over time, the most
recent one replaces the previous one.

=  Back: to go back to the Admin page.
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- Arm lead reversal suspected - only aV/F, V1-V6 analyzed -
- Interpretation based on pediatric criteria -

- Invalid clinical data entry ——

- Invalid medication entry —

- Limb lead reversal suspected —

- Limb lead reversal suspected - only V1-V6 analyzed —
- No further analysis due to lack of dominant QRS -—

- Possible measurement error —

- Similar QRS in V leads —

- Suggests dextrocardia

- Technically unsatisfactory tracing —

[** ANTERIOR INFARCT - POSSIBLY ACUTE ***

" ANTEROLATERAL INFARCT - POSSIBLY ACUTE ™
" ANTEROSEPTAL INFARCT - POSSIBLY ACUTE **
*** CONSIDER ACUTE ST ELEVATION M| ***

[~ EXTENSIVE INFARCT - POSSIBLY ACUTE ™"

[ INFERIOR INFARCT - POSSIBLY ACUTE ***

Conclusion Statements page

In the event that you try the upload without selecting the file first, the following message will appear.

10.10.Settings

On the Settings page you can set the configurable parameters.

The page is structured by groups:

System: collects the settings related to the operation of ECGWebApp Holter / ECGWebApp ABPM or
to the flows with the latter;

= GDPR: allows you to set the severity inherent to the user's credentials and session;

= Active Directory: allows you to configure the connection to the corporate active directory for
authentication (the user profile remains in any case on ECGWebApp Holter / ECGWebApp ABPM);

= Signature: defines the settings related to the digital signature.
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«* Index - EcgWebApp x ‘ + = m] *
& c @ @ B 192.168.30.155/ecqwebapp230Test1/Settings R4 n o & =
We VyeTransfer & Youleb easy (E) Repertorio DM ™ Redmine ®® FedERa-Login la|impresa.gov () Métasalute Web [] Nexi & Cardioline ECGWebAp...
( Weba : :
y Admin © Admin \ Settings CARDIOLINE
Enxit
n,
/0 Patients
- Repository Path Cinetpubwwwroot\ecgwebapp230Test1\App_Datarepo
Exams
Working Directory Chinetpubwwwrootiecgwebapp230Test1\App_Dataworkdir
) Admin ‘ Session Timeout 60
Y,
WS Base URL hitp://192.168.30.155/ecgwebapp230Test1
Demographics Association id, firstname, birthdate

Criteri,

Uploader Unit Check

Max Exams List Retrieve 800
Count
Mwl Plugin Path Chinetpubwwwrootiecgwebapp230Test1\pluginimixer\MixerPlugin.dil

TimeColumn O Acquisition Time @ Reception Time

GDPR

Max Login Attempts 1]

Lockout Minutes 5
Session Expire Minutes 60
Password: Expiration Days 100000

Password: Digit O

Password: Minimum 6

Length
Cardioline ECGWebApp 2 30 963 CARDIOLINE  © 2016 - Copyright 2016 CARDIOLINE SpA .

Settings page

10.10.1. System

= Repository Path = indicates to ECGWebApp Holter / ECGWebApp ABPM the path where to save the
raw exams for the ECG holter exams and the ABPM holter exams

= WorkingDirectory = temporary folder where raw holter ECG and holter ABPM exams are stored for
upload, before being saved in ECGWebApp Holter / ECGWebApp ABPM

= Session Timeout = duration of the user session in ECGWebApp Holter / ECGWebApp ABPM

= WS Base URL = URL that serves the client and allows the return of the Holter ECG / ABPM raw exam
to the server

= Demographics association criteria = parameters that the system compares to unify the tests under the
same patient

= Uploader Unit check = in doing an upload of the exam to the ECG WebApp the system checks whether
the user is associated with the destination unit or not, allowing or denying acceptance of the exam
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=  Max exams list retrieve count = maximum number of exams displayed on the exam page
=  Plugin Path = path where the options to be activated are found

= TimeColumn = proposes the type of date time that you want to display in the exams page between
data acquisition and reception date exam

= associate all unit users = by default it is disabled therefore when creating a patient/unit the
units/users that can be associated are all deselected automatically. In the event that the setting is
enabled, all users/units will be selected automatically. The user can then select/deselect the
individual user/unit items.

= 3ctivate Mailbox = activates the mailbox function. The activation will allow the function to be
configured and used in the application.

10.10.2. GDPR

=  Max login attempts = how many times the user can err in the credential before the system blocks the
access attempt for a time “Duration Suspension Login”

= |ockout minutes = duration of credential validity suspension

= Session expire minutes = the time the system is not used by a logged-in user who will be automatically
disconnected

= Password Expiration days = validity of the password in days

= Password digits= obligation to enter at least one number in the password

= Password Minimum Length = obligation to have a minimum length set with integer numeric value
= Password: Lowercase letters = obligation to have a password that contains capital letters

= Password Special characters = obligation to have a password containing special characters

=  Password Capital Letters = obligation to have a password containing lowercase letters

10.10.3. Active Directory

= AD Enabled = activation of corporate domain for authentication (only authentication not profiling of
the user that remains in ECG WebApp)

= AD host name = path where the Active Directory is located

= AD Container = domain of the active directory host

..................................................................................................................................................................

= Activate = activation of the digital signature form

= Digital signature service = indicates the internal digital signature module, the name of the signature
engine is used
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Multiple Signature = if active it allows to sign several times a report
Text added on Signature = text added to the report with the document signature
Saving password = enable or disable password saving

Validity Cache Password (minutes) = time the password remains in memory
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11. WebChat

11.1. Starting a chat session

If WebChat is active and properly configured, the reporting physician can contact the user who sent the
examination while it is being reported ECG test or PDF.

1310612021 00:58 (Farm_Azzur) Sandra Monaaini Femmina 05/05/1937 (84 ANNI)

Waro Ross! 13062021 0114 10 UNDSORS7E8E208N Atezza: Ts7cm Peso:524q P 14585mHG 8502 96%
Gontortaon - < P10 [ [25 < el [~ P muneoms O
" A5 PRER AR | JRER T PNER PR
H Yy ‘L : ‘1 n |
s |l A A Y 7 A A | L
f r I | r r f r r
| | | | | | | | \ | | |
Duata P () P i | mER | I | | ‘ ‘ ‘ ‘
Inenvalo R () 158 o e e e e e e e e e S e
Durata QRS (ms) 9
Intervalo QT (ms) 360 AR | i E| o Ty LN N " ’ ’ A .
R w0 | e | B Vo B Vams B Vammi | Vi | Ve |\ Vameni | Vmmnc | Vo LV vy

The reviewing physician starts the call by pressing the button at the bottom right.
The first user linked to the unit from which the test originates who answers the call, starts the interactive

session and, either the reviewing physician or the person who answered, can start exchanging messages (with
file sharing) or start a video-chat.

The user who can be called to be receptive must be on the test list page.
When the user is called, a notification appears at the bottom right (accompanied by an acoustic “bell”).
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Clicking on the button that appeared at the bottom right opens the interactive chat session (if authorisation
to send notifications is requested, accept).

server.livehelp.it wants to

Show notifications

|a® Assistenza Online - Profilo 1 - Microsoft Edge = m} *

5 https://server.livehelp.it/client_user_resp/lh_dev_frame_rc.asp

@) Craone 2 LiveH elp'

LVG369DATE .I

La conversazione €' avviata.

buengiorno Dottore 16:03:00

Le allego il referto di un esame eseguito in precedenza dal paziente

16:03:26

To send a message, enter the text in the “write here” field and then press the ENTER key or click on the button

To attach a file, press the O button at the bottom left (the key is initially grey, turns coloured when
activated), then select the item “Attach File...” in the menu displayed.
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Termina Chat

Annulla

©

;! Assistenza Online - Profilo 1 - Microsoft Edge

5 https://server.livehelp.it/client_user_resp/lh_dev_frame_rc.asp

Le allego il referto di un esame eseguito in precedenza dal paziente

Stand by

= m} X

o2LiveHelp

buongiorno Dottore 16:03-00

16:03:26

This will open a local browser from which the file you wish to send can be selected. Once the file has been
selected, click on the “Open” button to start the file upload, click on the “Cancel” button to cancel the

operation.

@ Caricamento file

<« “ 4 | > QuestoPC » Documenti + Uploads

Orgenizza = Nuova cartella

A MNome
# Accesso rapide

(%) EsamePregresso_GiovanniBianchi.pdf
& Creative Cloud Fi

@ OneDrive

[ Questo PC

[ Deskiop
Documenti
¥ Download

=] Immagini

D Musica

2B Oggetti 30

B video

i Sistema (C)

= Volume (D)

= Backup_HD (E:)
= Backup_HD2 (F)
= Public (W192.16¢

v

Ultima modifica

16/07/2021 18:23

v o P Cercain Uploads

=~ ™ @

Tipo Dimensione

Documento Adob... 381KB

Nome file: |EsamePregresso_GiovanniBianchi.pdf

v‘ Tut i file (7] v

While uploading the file (the duration of which is based on the size of the shared document), the user who

sent the file cannot send a new document; in fact, if you click on the o button again, the “Attach file...” item
will not be available and the menu will instead show the “Uploading” entry.
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a Assistenza Online - Profilo 1 - Microscft Edge —

|i| https://server.livehelp.it/client_user_resp/lh_dev_frame_rc.asp

LVGISIDATE .E

La conversazione &' avviata.
16:00:31

[}

X

(@) .. 2LiveHelp

buongiorno Dottore 16:03:00

Le allego il referto di un esame eseguito in precedenza dal paziente

% Uploading

Stand by

Termina Chat

Annullz

L+

16:03:26

Once the file upload has been completed, a link appears on both sides of the communication within the chat
window that allows you to open the shared file.
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.: Assistenza Online - Profilo 1 - Microsoft Edge = O x

|2| https://serverlivehelp.it/client_user_resp/lh_dev_frame_rc.asp

(@) =i 2LiveHelp

LVG369DATE :

La conversazione e’ avviata.
16:00:31

buongiorno Dottore 16:03.00

Le allego il referto di un esame eseguito in precedenza dal paziente
16:03:26

o
(EsamePregresso GiovanniBisnchipdf)

To end the chat, close the window or press the button and select the “End Chat” option.

11.2. Starting a video-chat session

Once a chat session has been initiated, a video call request can be initiated from both sides of the
communication (as long as webcam, microphone, speakers or headphones are available).

To start a video call, press the button available at the top left of the window.

This will bring up a panel at the top of the window where the user can choose whether to start a complete
video chat (audio and video) or audio only.

Once the desired option is selected, the user is requested (if not previously done so already) to grant the
browser access to the microphone and webcam.

Simultaneously, the same options (complete video chat or audio only) and the request to enable webcam
and/or microphone are also presented to the interlocutor on the other end of the communication.
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Assistenza Online - Profilo 1 - Microsoft Edge = m} x

&) https://server.livehelp.it/client_user_resp/Ih_dev_frame_rc.asp

«2LiveHelp

Cardioline

Consulto VideoChat
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LVGSE9DATE .!

La conversazione €' avviata.
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Once the audio-video session has started, both interlocutors can disable (even temporarily) the microphone
and/or webcam by simply clicking on the respective icons located in the upper part of the window. Clicking on
the microphone and/or webcam again allows you to reactivate the audio-video functions.

11.3. Unanswered call

The physician who sends a call request to an interlocutor who is not connected to the ECGWebApp or who,
for some reason, despite being connected does not answer the call, has the option of leaving a message that
will be sent via email to the interlocutor.

The form that allows you to enter the message is automatically presented after 1 minute of waiting in case of
connected interlocutor (who however does not answer the call), while it is shown immediately in case of
disconnected interlocutor.

In any case, the form can be activated directly by the physician even without waiting for the default times by
clicking directly on the “Send message” link available in the conversation start window.

The data entered by the physician in the form (name of the reviewing physician, reference email of the
reporting centre, name of the patient, date/time of the test, text of the message) will be merged into the body
of an email which, by clicking on “Send message” will be delivered to the email address associated with the
user of the Unit from which the test originates.
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12. MAINTENANCE AND TROUBLESHOOTING

12.1. Database restore and backup

As seen in the initial chapters, it is possible to use the Microsoft SQL Server database in the express, standard
and enterprise versions (which can be installed with the manual procedure, as described in the Administrator
Guide).

For ECGWebApp Holter / ECGWebApp ABPM with Holter function, in addition to backing up the database, it
is also necessary to copy the folder containing the ECG Holter tests in raw data format, the path of which is
set up during installation (as described in the Administrator Guide).

12.1.1. Database SQL Server

You can manage the backup and restore the database using the SQL Server Management Studio tool that is
installed with the database. Please refer to the specific documentation of this software for instructions on how
to proceed.

12.2. Error logging

The ECGWebApp Holter / ECGWebApp ABPM saves the messages regarding errors and malfunctions into a
text file, for easy identification and resolution of problems.
Each message contains the following information:

= Timestamp

=  Severity level info, debug, warn, error
= (Class

= Message

= Error (if available)

Please refer to the Administrator Guide for further details.

12.3. Troubleshooting table

It is not possible to open the No connection to the server | Ensure that it is working and check the
ECGWebApp Holter / or network connection network settings
ECGWebApp ABPM webpage unavailable
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It is not possible to view the
ECGWebApp Holter /
ECGWebApp ABPM initial page

Web address incorrect or
server unavailable

Ensure that the web address being used is
correct. If the problem persists, contact
your System Administrator to check the
server status.

Log-in is not possible

The user is not recognised

Ensure that your username and password
are correct

Printing is not possible

Printer unavailable

Ensure that the system printer is available
and check for the correct configuration

If a user logs in incorrectly a
certain number of times,
she/she is disabled, but this
function is not applied

If the user was already in
WebApp in the version
prior to 2.10, the users
table was probably not
updated in the DB

Contact the system administrator to
update the table

12.4. Messages and solutions table

Invalid username or password

Username or password
wrong or inserted
incorrectly.

Try inserting the Username and Password
again. If the error is repeated, ensure that
the Username and Password are correct.
If the error persists, please contact your
System Administrator to update/verify
your Username and Password.

User with temporarily disabled
account

The user is not enabled for
access to the ECGWebApp
Holter / ECGWebApp
ABPM.

Contact your System Administrator and
ensure that the user is still active and
enabled for access.

The default unit cannot be
removed

You attempted to delete a
Unit set as the "default"
unit.

Associate the "default" property to
another Unit before proceeding with
deletion (see par. 10.6)

Impossible to remove unit with
associated tests

You attempted to delete a
Unit with associated tests.

It is not possible to delete a Unit with
associated tests.

Unit with the same code
already in existence

You attempted to create a
new Unit with a code that is
the same as that of an
already existing Unit.

The Unit code is unique. Attribute a
different code to the new Unit.

The test status has not been
updated: update now?

A test has been opened in
reviewing mode and the
status has been modified
by another user.

Update the page to correctly display the
current test status.
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13. TECHNICAL SPECIFICATIONS

Minimum Requirements for the Server

Server minimum requirements are detailed in the ECGWebApp Holter / ECGWebApp ABPM Administrator
Guide.

Minimum Requirements for Work Stations

BrOWSEr . .civvviiieeeieieeeiiecececeeien, Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

V1] o 11 o) o 13" or larger (at least 18.5" is recommended)
Resolution 1366x768 or higher

Archive specifications

Archive type....cooceeveveeeeceieee e, SQL Server Database 2016>
Archive capacity......cccccceeeveeeecnnnnn. 10 GB (for SQL Database Server 2016/2019 Express)
Compatible tests....cccccceeeeveeeneennne, = ECG Holter in PDF format

= ECG Holter (complete recording in raw — only ECGWebApp Holter)

= ECG Stress (saved in PDF format)

= ABPM Holter in PDF format

= ABPM Holter (complete recording in raw data — only ECGWebApp
ECGWebApp ABPM)

Performed with Cardioline devices

Test archive filters.......coovevveevinnenns = Sending unit
= Tests to be reported
= Test Type
= Date of Acquisition
= Paediatric Test

Test archive operations................... = Display
= Revising
=  Reviewing
= PDF Exporting
= Printing
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13.1. Harmonised standards applied

EN ISO 15223-1 Medical devices - Symbols to be used with medical device
labels, labelling and information to be supplied - Part 1:
General requirements

EN 1041 Information supplied by the manufacturer of medical devices

EN ISO 13485 Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 14971 Medical devices - Application of risk management to medical
devices

EN 62304 Medical device software - Software life-cycle processes

EN 62366 Medical devices - Application of usability engineering to

medical devices

MEDDEV 2.1-6 January 2012 Guidelines on the qualification and classification of stand alone
software used in healthcare within the regulatory framework
of medical devices

IEC/TR 80002-1 Medical device software — Guidance on the application of ISO
14971 to medical device software
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1. NHOOPMALIMA OBLLEFO XAPAKTEPA

1. WHO®OPMALMUA OBLLUEITO XAPAKTEPA

HacTosllee pyKOBOACTBO ABNAAETCA HEOTbEM/IEMOM 4YacTblo YCTPOWCTBA W BCerga [AO/KHO OblTb B
pacrnopsKeHUn cneumanmcTa MaM onepaTopa B KayecTse CNpaBoYHOM AoKyMeHTaumuu. CTporoe cieaoBaHue
coaepKallleinca B HacTosALLEeM PyKOBOACTBE MHGOPMALMMN ABAAETCA OCHOBHbIM YC/IOBMEM A5 NMPaBUAbHON U
Ha4eXKHOW 3KCMNyaTaumMmn yCTPOMCTBa.

YbeamtenbHo NPOCMM onepaTopa NOSHOCTbIO MPOYECTb PYKOBOACTBO, MOCKO/IbKY MHOTME M3 COAEPKALLMXCA
B HEM CBEEHWI NPUBOAATCA TO/IbKO OAMH Pas.

HacTosllee pyKOBOACTBO COCTABNEHO C MaKCMManbHOM TLATENbHOCTbIO. Mpu 0BHAPYKEHWUM PACXOKAEHWIA B
COMepKaHMM HACTOALLEro PYKOBOACTBA, MPOCUMM COOBLIMTL 06 3THX pacxoxaeHnax komnaHun Cardioline SpA,
KoTopas B KpaTyailime CPOoKM No3aboTnTca 06 Mx MCnpasaeHny.

CofieprKalllancs B HACTOALWEM PYKOBOACTBE MHOOPMAUMA MOXKeT BbiTb M3MeHeHa 6e3 npeaBapuTenbHOro
npeaynpexaeHus.
Bce M3meHeHMs BHOCATCS ¢ cObtoAeHemM CTaHAapToB B 061acT NPOM3BOACTBA MEANLMHCKUX U3aeNUA.

Bce ynomsiHyTbie B HACTOALLEM [OKYMEHTE TOBApHbIE 3HaKM ABNAKTCA COBCTBEHHOCTbIO COOTBETCTBYHOLLIMX
BAlafenblLes. Bce npaBa OXpaHSAOTCA 3aKOHOM.

3anpellaetca nepeneyatbiBatb, MNEPEBOAUTb WAM  BOCMPOM3BOAMTL  KaKyto-1MBO 4YacTb HACTOALLErO
PYKOBOACTBA 6€3 MMCbMEHHOTO pa3peLleHnsa U3roToBuTeNs.

[anee npuseneHbl KoAbl, OTHOCALLMECS K HACTOALWEMY PYKOBOACTBY.

A3bIK Ko,

PYCCKUW 36510701 _RU

Bpay3ep ...cooeeeeceee e Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

DKPAH ceieeeeecieee e e st ee e 13" unun 6onee (pekomeHayetcs He meHee 18.5”)
paspelweHune 1366x768 nnm bonee
CeTeBON MHTEPPENC. ....ccveereecrrrree Kak MUHMMYM 0AMH ceTeBOn nHTepdenc

MPUMEYAHUE: Ymo kacaemca mpebosaHuli K cepsepy, cM. "CnpasovyHuK AOmMuHUcmpamopa'.
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1. NHOOPMALIMA OBLLEFO XAPAKTEPA

MPUMEYAHUE: Mecmo 00sxHO 6bimb OCHAWEHO GHMUBUPYCHLIM NPO2PAMMHbIM obecneyeHuem. o Hebl
npedycmampusamscs nepuoduyeckue 06Ho8/1eHUA NPO2PAMMHO20 obecneyeHus.

YctaHasnmBaa MporpammHoe ObecneyeHune, Bbl MPUHMMAETE YCAOBMA, ONMUCAHHblE Aasee.

MNpeomMeToM [aHHOrO COrnaleHua ABAAeTCA NpefoCTaBNeHWe OAHOM JMUEH3WWM Ha 3SKCNayaTauumio
nporpammHoro obecneyeHuns 1 pyKoBOACTBa Mo akcnayaTaumu. Cardioline SpA rapaHTUpyeT nepcoHabHyto,
HEWCKNIOYUTENBHYIO M HenepeaaBaemyrtd JIMLUEH3MI0 Ha MCMONb30BaHME MPOrpaMMHOro obecnevyeHus u
npunaraemon gokymeHtaumm. MO 1 conpoBoamMTeNbHAA AOKYMEHTaUMA 3alMLLEHbl aBTOPCKMM MPaBOM.
Monb3oBaTenb AOMKEH cODNOAATL NONOKEHWA 3aKOHa 06 aBTOPCKOM MNpase.

Bce npaBa Ha nporpammHoe obecneyeHue npuHaanexat Cardioline SpA. He paspelueHo nepeaasaTtb
nporpaMmmHoe obecneveHne Ha APYro KOMNbIOTEP Yepes CeTb MM KaHan AaHHbIX.

Mporpammy 1 CONPOBOAUTENbHYIO AOKYMEHTALUMIO HENb3A U3MEHATb, KOMMPOBaTb, 06bEAMHATL C APYrMMM
nporpammamm Uam nepesasBatb TPETbMM NMLLIAM.

Monb3oBaTenb HeceT OTBETCTBEHHOCTL 3a Nt0bol yuwepb, HaHeceHHbI B pe3ysibTaTe HapyLUEeHUA aBTOPCKMUX
NpaB UM HapYLIEHWUA YCNIOBUIN, U3/IOKEHHbIX B HACTOALLLEM COTNALLIEHUN.




ECGWebApp Holter - ECGWebApp ABPM
2. UHOGOPMALIMA MO TEXHUKE BE30MACHOCTM

2.

MHO®OPMALMUA NO TEXHUKE BESOIMNACHOCTU

KomnaHua Cardioline SpA HeceT OTBETCTBEHHOCTb 3a HE30MacHOCTb, HaAEXKHOCTb M OYHKLUMOHAAbHOCTb
NpMBOPOB TOMLKO B CIEAYIOWMX CAYYAAX:

1.

MOHTaX, MU3MEHEHUA AN PEMOHT BbINOAHAOTCA KomnaHuelt Cardioline SpA nan ynoaHoMo4YeHHbIM
et0 LLeHTPOM TEXHUYECKOWN NOAAEPHKKM;

Mpnbop MCNoNb3yeTca B COOTBETCTBMM C MHCTPYKUMAMMK, MNpPUBEAEHHbIMM B PYKOBOACTBE MO
3KCMyaTaumm.

Mpu KenaHuM NoACOeAMHUTL He YNOMAHYTblE B HACTOAWEM PYKOBOACTBE MPMbBOpPbLI, BCeraa Heobxoammo
obpauaTtbes B KomnaHuto Cardioline SpA.

& Mepbl NPeaoCTOPOXKHOCTH

B HacToAlleM pyKOBOACTBE MPUMBOAMTCA BakHas MHOOPMaLMA MO MNPaABWUIbHOW 3KCMyaTaumm
npubopa 1 TexHnke BesonacHocTU. HecobntogeHme onncaHHbIx pabounx npoueayp, MCNob30BaHMe
npubopa He No HaszHaYeHUIo, UTHOPUPOBaHME NPEAOCTABNEHHbIX YKa3aHMU U peKoMeHAaUnin mMoryT
MOCTaBUTb Nof, yrpo3y 6e3onacHOCTb OnepaTopoB, NMALMEHTOB W APYrMX MPUCYTCTBYIOWMX WL, a
TaK»e NPMBECTU K NOBpesKAeHMIo Npubopa.

Mepen npumeHeHnem npubopa onepaTop AO/KEH BHUMATE/bHO MPOYECTb U MOHATL COAEpPMHKaHMe
PYKOBOACTBA OrnepaTopa v Apyrux npuaaraembiX 4OKYMEHTOB.

TOYHOCTb M3MEPEHWN, BbINOJHAEMbIX NPMOOPOM, COOTBETCTBYET KOHKPETHbIM TpeboBaHUAM
cTtaHgapTa IEC 60601-2-25.

BHUMaHKe
YcTpoitcTBo byaeT paboTaTb MCKAKOYUTENBHO C Npubopamu, KoTopble coBmecTumbl ¢ Cardioline.

BHMMaTENbHO MPOYMUTANTE TaKKe PYKOBOACTBA C WMHCTPYKUMAMM K YCTPOMCTBAM, WCMOAb3yeMbIM
BmecTe ¢ ECGWebApp Holter / ECGWebApp ABPM.

Mpubop He TpebyeT HWMKaKOW KanMBPOBKM MAM 0OCOBOr0 MHCTPYMEHTApUA AO4S MpPaBWIbHOM
aKCMAyaTaUMmM U TEXOBCAYKUBAHMA.

Ecnm Heobxoammo ybpatb cynnopT CD wm/MAM yNnakoBOYHbLIA maTepuan, CnefoBaTb MECTHbIM
CTaHAapTam no yTMaM3aLmm oTX040B.
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3. 3HAKM U STUKETKA

3. 3HAKU U ITUKETKA

3.1. YcnoBHble 0603HaYeHUA

A MpUOEePXNBATLCA MHCTPYKLUMI, NPUBEOEHHbBIX B PYKOBOACTBE MO SKCMayaTauum
1936 Mapkuposka CE - cooTseTcTsMe TpeboBaHNAM AMPEKT1B EBPONENcKoro cotosa
REF Kopa vsgenua

CM. pyKOBO/CTBO MO 3KCMIyaTaLmm

“ MponssoauTenb

3.2. 3TuKeTKa npubopa

______________________________________________________________________________________________________________

JTuKkeTKa Ha USB-HakonuTene, cofeprxallad nporpammHoe obecneyeHue AnAa yCTaHOBKKM PYKOBOACTB MO
SKCNayaTaunmn:
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4. BBEAEHWUE

4. BBEAEHWUE

PYKOBOACTBO npeacTasnser cobol CnpaBoYHMK MO Mosb30oBaHWio ycrpoictsom ECGWebApp Holter /
ECGWebApp ABPM.

Cneaytollme onepaumm onmncaHbl B IOKYMeHTe «MHCTPYKLUMM MO NOb30BaHMIO», NpeaoCcTaBeHHOM BMeCTe C
[aHHbIM PYKOBOACTBOM:

= Jcnonb3osaHue nHTepdelica nonb3osaTenn Cardioline ECGWebApp Holter / ECGWebApp ABPM.

*  cnonb3oBaHKe NPOrpamMmmHOro obecredeHmna A1s ynpasneHns 6ason AaHHbIX naumeHtos ECGWebApp
Holter / ECGWebApp ABPM.

=  lcnonb3oBaHMe MporpaMmmHoro obecnevyeHWsa Ona OTYETHOCTUM MUccaenoBaHUI KT B COCTOAHMM
nokosa, JKI B cocToAHUM cTpecca, xonteposBcko KM mn xonteposckoro CMA/ (HabntoaeHue 3a
apTepuanbHbIM AaBAeHNEM B aMBYNaTOPHBIX YCNOBUAX).

" Acnosnb3oBaHMe NPOrPaMMHOrO obecneyeHns AN yrpasieHUA Nob3oBaTeIAMM 1 Ux aocTynom K ECGWebApp
Holter / ECGWebApp ABPM.

=  Acno/b30BaHWe NporpammMHoro obecnevyeHusa Ans ynpasaeHna nogpasaeieHnamm.
=  Acnonb30BaHKWe NporpammHoro obecneveHuns Ans otobparkeHns NPMHoOPOB OTNPaBAEHMA AaHHbIX.

= BbifiBNeHWE U pelleHne Nnpobaem.

4.2. Komy npeaHasHa4yeHoO

HacTosllee pyKoBOACTBO npeAHa3HayeHo AN npodeccroHabHbIX onepatopos. o3aTomy npeanonaraert
Hann4yme 6a30BbIX 3HAHMIA B MCMOIb30BAHUM MPOrPamMMHOro obecneveHuns.

MuWHUManbHble 3HAaHWA, HeobXxoAMMble ANA OTAENbHbLIX MO/b30BaTeNe, BapbMPYOTCA B 3aBMCMMOCTM OT
NPeACTaBNeHHbIX UM pa3pelleHnin 1 onepaumii, KoTopble OHWM MOTYT BbINONHATL ¢ nomouwblo ECGWebApp
Holter / ECGWebApp ABPM. B 4acTHOCTK, NONb30BATE/IM, KOTOPLIM Pa3peLleHo COCTaBAATb MeA3aKIdeHus
MccnefoBaHWM, O0MKHBI ObiTb AOCTAaTOYHO KOMMETEHTHBIMM M XOPOLWO 3HATb METOAbl M MPUHLMMbI
nposeaeHmna IKT.

ECGWebApp Holter - aTo nporpammHoe npuioxKeHue Ana MoJiyYeHUs MCCAeL0BaHNM, BbIMOAHAEMbIX C
nomolulbto yctporcts Cardioline, ana nx coxpaHeHUs U COCTaBMeHMA Mea3aKIt04YeHNn Yepes3 MHTEPHET.
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4. BBEAEHWUE

= YCTPOWCTBO MOJIyYaeT Yepes UHTEPHET M COXPaHAEeT B cBOel Ha3e AaHHbIX pe3yabTaTbl 06cnen0BaHMA
xonteposckoi Kl B popmaTte HeobpaboTaHHbIX AaHHbLIX M/Man B Buae otyeta PDF (co3gaHHbIl ¢
nomolLbio NporpammHoro obecnevenus Cardioline Cubeholter).

= YCTPOWCTBO MOJIy4YaeT Yepes UHTEPHET M COXPaHAET B cBOel Base AaHHbIX pe3yabTaTbl 06CAen0BaHMA
OKI B cocTosHWN cTpecca, pesynbTaTbl xonTeposckoin IKI n xonteposckoro CMA/ 8 dopmaTe PDF
(PDF-oT4yeT, co3aaHHbIM C MOMOLLLIO NporpammHoro obecnevenmna Cardioline Cube).

= YCTPOWCTBO MNO3BOAAET MPeAoCTaBaAAaTb pesynbTaTel obcnegosaHuii KM B cocToAHWMKM cTpecca,
xonteposckol IKI n xonteposckoro CMA/] nocpeactsom oT4éTa B popmate PDF.

" yCTpOl‘;ICTBO AO/IXHO MCNOJ/1b30BaTbCA KBaJ'IVICbMLI,l/IpOBaHHbIM nepcoHasiom, npoweglinm CoOTBETCTBYOLLEE
o6yqume. Ero He cnepyet cymTaTh €AMHCTBEHHbBIM CPEACTBOM /1A NMOCTaHOBKM AMarHo3a.

MeaunumHckas dyHkums ECGWebApp orpaHuyeHa TobKo oTobpaskeHmnem dalina 8 dopmate PDF.

4.3.2. ECGWebApp ABPM

ECGWebApp ABPM - 3T0 nporpaMmMHOEe NpuaoKeHne aaa npuema MccaegoBaHmi, BbIMOAHAEMbIX C MOMOLLbHO
yctporcts Cardioline, ona nx cCoOXpaHeHWsA 1 COCTaBNEHUA Me13aK/THOYEHNIN Yepes UHTEepHET.

= YCTPOWMCTBO MOJIyYaeT Yepes MHTEPHET U CoXpaHAeT B cBoeil Base AaHHbIX pe3yanbTaTbl CYTOYHOTO
MOHUTOpUpOBaHMa ALl B opmaTte HeobpaboTaHHbIX AaHHbIX U/1au B Buae oTyeTa PDF (co3aaHHbIM C
MoMolLLLbio NporpammHoro obecnevyenHuns Cardioline Cubeabpm).

= YCTPOWCTBO NO/yYaeT Yepes MHTEPHET U COXPaHAET B CBOel 6ase AaHHbIX pe3y/ibTaTbl 06cief0BaHMA
Kl B COCTOAHUK CcTpecca, CyTOYHOro moHuTopmuposaHuna KM u CMA/ B dopmate PDF (PDF-oTuerT,
€034aHHbIM ¢ NOMOLLbBI0 NporpammHoro obecnedeHms Cardioline Cube n Cubeholter).

= YCTPOWMCTBO NO3BOAAET MPenoCTaBAATb pesynbTaTel obcnegosaHuit DKM B COCTOAHWMKM CTpecca,
CYTOYHOro MOHUTOpUpOoBaHuMA K 1 CMA/] nocpeactsom oT4éTa B popmate PDF.

" yCTpOVICTBO AO0JTKHO MCMNO/1b30BaTbCA KBaﬂMd)lALLVIpOBaHHbIM nepcoHanom, npoweawmnm
cooTBeTCcTBYHOLLEE o6yl-|e|—w|e. Ero He cnepyet cumtaTb eAMHCTBEHHbLIM CPeACTBOM AJ1A MOCTAHOBKM
AnarHo3a.

MeanumHckasa ¢pyHkuma ECGWebApp orpaHuyeHa To/ibko oTobpaxeHnem daina B popmate PDF.

ECGWebApp Holter npeactanaet coboit NporpaMmMHOe NpUAoKeHMe, KOTOPOE NoyYaeT Mo KOMMbIOTEPHOWN
CetTu uccnefoBaHMA, BbiNoaHAeMble ycTporcTBamm Cardioline, coxpaHAeT WX M NO3BOAAET NpPeacTaBUTb
OTYETHOCTb NMOCPeACcTBOM ceTh. B yacTHocTh, npunoxeHne ECGWebApp Holter moxeT ynpaBnatb TakMmm
obcnegoBaHMAmMM  Kak KM B COCTOAHWMWM MOKOA, CyTOYHOE MOHMTOpMpoBaHMe IKI, cyTouHoe
MoHUTOpUpOBaHme ALl n IKI B cocToAHMK CTpecca:
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= CyTo4yHOoe moHuTopupoBaHue IKI: ECGWebApp Holter no3sosifAeT NONHOCTBIO YNPaBAATb CYyTOUYHbIM
MOHMTOPUpoBaHMem IKI. bnarogaps AOMNOJAHUTE/IbHBIM NPOrpamMmMHbIM obecnedveHmam Cardioline
Cubeholter Web 1 WebUploader nnu Device Web Manager MoKHo:

- nony4yaTb paboume ChNUCKM ANA WCNOAb30BaHWA Ha 3Tane MOoAroTOBKM peructpaTopos (c
nomoulsto WebUploader nnn Device Web Manager),

- nonyyats B npunoxeHun ECGWebApp, ¢ mecta 3anucu, obcnegoBaHue B dopmate
HeobpaboTaHHbIX AaHHbIX (¢ nomolbio WebUploader nnu Device Web Manager),

- CKayaTb pe3ynbTathl obcnegosaHns ¢ ECGWebApp ana cocTaBaeHMA MNPOBEPKM W
MeJ3aK/o4YeHMA, UCNob3ya nporpammHoe obecnederHne Cubeholter Web (yctaHoBneHHoe
Ha MecTe COCTaBAEHUA MeA3aKN4eHNA),

- COXpaHuUTb obcniefoBaHWe ¢ Mef3ak/todeHnem B dopmate HeobpaboTaHHbIX AaHHbIX, B
KOMMJIEKTE C aHa/IM3aMM U KOHeYHbIM 0TYETOM B dopmaTte PDF, B npunoxkeHnn ECGWebApp,
4TOObI OHW BCeraa HbIM AOCTYMHbI B PEXKMME OHAAMH A5 NOCAeAyOWMX NMPOCMOTPOB.

= CyToyHOe MoHuTOopupoBaHue AL n IKI B COCTOAHUM CTpecca: CyToHHOe MOHUTopMpoBaHune AL n KT
B COCTOSIHUM CTpecca ynpasastoTca B Buae darina PDF, co3gaHHOro nporpaMmHbimM obecnedyeHmnem
Cardioline Cube Suite. Mepg3zaKkntoyeHMe MO HUM BO3MOXKHO NYTEM A0DaBAEHMA CTPaHWUbI C
3aK/It04eHMEM K MTOoroBomy OT4éTY PDF.

basa aaHHbIXx ECGWebApp cocTonT 13 cneayroLimnx pa3aenos:

= ApxuB obcnenoBaHUM - cyTouHoe MmoHuTopMpoBaHme KT (B dopmate PDF), KT B cocToAHMM cTpecca
(8 dopmaTe PDF) 1 cyTouHOE MOHUTOpUpOBaHMe Afl (B8 dopmaTe PDF).

" ApXMB MaUNEHTOB - C KOTOPbIMK CBA3AHbI O6Cﬂe,ﬂ,OBaHl/Iﬂ.

=  ApxuB MNoO/b30BaTeNen - KoTopble MMetoT aoctyn K ECGWebApp M MoryT BbINOMHATL Pas/iMyHble
onepauMyM Ha OCHOBAaHWW AaHHbIX MM paspeleHuid (Hampumep, COCTaBAATb MenA3aKadeHus,
yNpaBAsTb JaHHbIMU NaLMEHTOB, Np.).

= ApxuB nogpasaeneHuii - ambynatopum, 60NbHNULbI, CAHUTaPHO-MEANLMHCKME YUPERAEHNA, KOTopble
OTNPaBWAM  AaHHble 0bcnedoBaHWiA, CcooTBeTCTBYlOWMe |ID  oTAeneHus, npuBA3aHHOMO K
obcnenoBaHuio.

=  ApxvB NpubopPOB - NnepeyeHb NPMOOPOB, KoTopble oTnpasman obcnenoBaHma Ha ECGWebApp.

MoxHOo noakntounTbes K ECGWebApp ¢ nomollbio 0bblyHOro bpaysepa (Internet Explorer, Chrome, Opera,
Safari, T.4.), 4TOBbl MONYYMTb AOCTYN K COXPAHEHHbIM pe3yabTaTaM WMCCAeAOoBaHWI, a TakXKe AaHHbIM
nauMeHTOB, NO/Ib30BaTENEN U NOAPA3AENEHNN.

[ocTynHble onuun U OYHKUMKM (Hanpumep, MakCMMaibHOEe KOAMYecTBO NpuMbOopoB OTNPaBAeHUa AaHHbIX,
Apyrve O0NoSHUTENbHbIE MHPOPMALMOHHbIE CUCTEMbI M T.M.) 3aBUCAT OT KOHKPETHOW MNpuobpeTeHHOM
KOHOWUIypaUmMmM M COXpaHeHbl B MOCTaBAAEMOM anmnapaTHOM K/toue 3aliMTbl, He3 KOTOPOro HeBO3MOXKHO
N0/1b30BaTbCA MPOTPAMMHbIM 0becneyeHnem.

MPUMEYHAHUE: Ymobsl npunoxceHue @GyHKUUOHUPOBAIO, HEobxo0umMo 8cmasums Nocmasnaemsil
annapamHsil Koy 3auiumesi USB 8 Komnetomep/cepsep, Ha KOMopom ycmaHoB8AeHO NPUIOHEHUE.
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CoBMeCTMMble yCTPOMCTBA
[JaHHble 0bcneaoBaHMa MOMKHO MOJYYNTb C MOMOLLLBIO caeaytoumx yctporcts Cardioline:

=  VYcTpoicTBa A8 CYTOYHOrO MOHMTOpUpoBaHMA 3SKI (oTnpaBka obcnenoBaHuii B popmate
HeobpaboTaHHbIX AaHHbIX)

0 WebUploader
0 Device Web Manager
= YCTpoOWCTBa 418 CYTOYHOIO MOHUTOpMpPOBaHMA IKI (oTnpaBKa dMHanbHOro oT4éTa B hopmate PDF)

0 WebUploader — obcnegosaHme ana obpaboTtku nepen oTnpasBkoi Ha Cubeholter WS ans
co3aaHua ot4éta B bopmaTte PDF

=  YcTpoicTBa A8 CYTOYHOrO MoOHMTOpupoBaHua Al (oTnpaBka obcnesoBaHuini B  dopmate
HeobpaboTaHHbIX AAHHbIX):

0 WebUploader
0 Device Web Manager
=  YCTPOWCTBA A/1A CYTOYHOrO MOHUTOpUpPOBaHusa ALl (oTnpasKka dMHaIbHOMO oT4éTa B popmaTe PDF):
0 WebUploader
0 Device Web Manager
= YcTpounctea Ana KM B cocToAHMM cTpecca (oTnpaBKa ¢pMHanbHOro oT4éTa B popmaTe PDF)

0 Cubestress

Pe3ynbTaTbl CyTOMHOro mMoHUTOpPMpPOBaHMA IKI B dopmate HeobpaboTaHHbIX AAHHbIX MOXHO CKayaTb Ha
MECTHbIN KOMMbIOTEP U COCTaBUTb MeA3aK/touYeHne Npu nomMmoLLm nporpammHoro obecnedenmna Cubeholter
Web (cm. Bepcuto 3.0 1 nocneaytouime).

4.4.2. ECGWebApp ABPM

..................................................................................................................................................................

ECGWebApp ABPM npeacTasnset coboit nporpaMmmHoe NpUaoKeHMe, KOTOPOe NoJy4aeT No KOMMbITepPHOM
Cetu uccneaoBaHMA, BbiNoaHAeMble ycTporcTBamm Cardioline, coxpaHaeT WX M MO3BOASET NPeacTaBuTb
OTYETHOCTb MOCPeACTBOM ceTu. B yacTHocTu, npunoxeHne ECGWebApp MOXKeT ynpaBaaTb TaKMMM
obcnenoBaHMaMM  Kak DKl B COCTOAHMWU MOKOSl, CYTOYHOE MOHUTOpUpoBaHMe IKI, cyTodHoe
MoHUTOpUpOoBaHue Al n IKI B cocToAHMK CTpecca:

= CytoyHoe MoHuTOopupoBaHne CMAL: ECGWebApp ABPM no3BonseT MNOAHOCTbIO YyNpasaATb
CYTOYHbIM MOHWUTOPMPOBaHWem A[l. bnarofaps AONONHWUTENbHLIM MPOrPaMMHbIM obecneyeHmnam
Cardioline Cubeabpm n WebUploader nnu Device Web Manager Mo»KHO:

- nonyyatb pabouyve CNUCKM ANA MCNOAb30BaHMA Ha 3Tamne MOAroTOBKM PEerncrpatopos (cC
nomolubto WebUploader nnu Device Web Manager),

- nosy4atb B npunoxeHnn ECGWebApp ABPM, c mecta 3anucu, obcnenosBaHue B dopmate
HeobpaboTaHHbIX AaHHbIX (¢ nomoLbio WebUploader nnu Device Web Manager),
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- CKa4yaTb pe3ynbTaTbl 0bcnenoBaHua ¢ ECGWebApp ABPM ana npoBepKkM M cOCTaB/ieHUA
MeZ3aK/YeHMA, UCNonb3ya nporpammHoe obecnedyeHne Cubeabpm (ycTaHOBNeHHOE Ha
MeCTe COCTaBAeHUA Me3aKtoueHuns),

- COXpaHuTb 0bcnenoBaHWe ¢ Mefn3akntoveHnemM B dopmate HeobpabOTaHHbIX AaHHbLIX, B
KOMM/IEKTE C aHa/IM3aMM M KOHEYHbIM OTYETOM B popmaTe PDF, B npunoxkeHnn ECGWebApp,
4TObbl OHW BCeraa ObIM AOCTYMHbI B PEXMME OHNAMH ANA NOCAeAYIOWMX MPOCMOTPOB.

CytouHoe moHuTopmposaHue IKI n 3Kl B COCTOAHNM CTpecca: CyTOYHOE MOHUTOpUpPOBaHue IKI un
DKl B cCOCTOAHMM cTpecca ynpasasoTca B Buae ¢anna PDF, co34aHHOrO MNporpamMmmHbIM
obecneyeHnem Cardioline Cubeholter n Cubestress. Measak/toueHMe MO HUM BO3MOMKHO MYyTEM
[006aBNeHMA CTPAHMLbI C 3aK/TIOYEHMEM K UTOTOBOMY OT4YETY PDF.

basa gaHHbix ECGWebApp cocTtonT 13 cneayouimx pa3aenos:

Apxus obcnenoBaHui - cyTouHoe moHuTopupoBaHme KT (B popmaTe PDF), KT B cocToAHUM cTpecca
(8 dopmate PDF) M cyToyHOe moHUTOpUpoBaHMe ALl (MOAHOCTbIO 3anMcbiBaeTca B BUAE
HeobpaboTaHHbIX AaHHbIX U/unun B dopmate PDF).

ApXMB NALMEHTOB - C KOTOPbIMK CBA3AHbI O6Cﬂe,£I,OBaHl/1FI.

Apx1B Nosnb3oBaTenien - KoTopble MmetoT aocTyn K ECGWebApp v MOryT BbINOIHATL Pa3/iMyHble
onepauMmM Ha OCHOBAHWW AA@HHbIX MM paspeleHuit (Hanpumep, COCTaBAATb MenA3aK/atdeHus,
yNpaBAaTb AaHHbIMM NALMEHTOB, Np.).

Apx1B noapasaeneHuii - ambynatopun, 6oNbHULbI, CAaHUTAPHO-MEAMLIMHCKNE YUPEKOAEHMUS, KOTOpbIe
OTNPaBWAM OaHHble 0bcnenoBaHWn, CoOTBeTCTBylOWMe |ID  oTAeneHus, npuBA3AHHOMO K
obcnenoBaHuIo.

ApxnB NpnbopoBs - nepeyeHb NPMbBOPOB, KOTOPbIEe OTNPaBuUaKM obcneaoBaHmna Ha ECGWebApp.

MoxHo noakntounTbes K ECGWebApp ¢ nomollbio 0bblyHOro bpaysepa (Internet Explorer, Chrome, Opera,
Safari, T.4.), 4TOBbl MONYYMTb AOCTYN K COXPAHEHHbIM pe3yabTaTaM WCCAedOoBaHWI, a TakXe AaHHbIM
NauMeHTOB, MNOJ/Ib30BaTeIEN U NOAPA3AENEHUN.

JocTynHble onumMm 1M GyHKUMM (Hanpumep, MaKCUMaibHOE KOAMYEeCTBO MpMOBOPOB OTNPaBAEHWA AaHHbIX,
Apyrve [0oNoSHUTENbHblE MHQOPMALIMOHHbBIE CUCTEMbI U T.M.) 3aBUCAT OT KOHKPETHOM NpuobpeTeHHOoM
KOHOUIypaLuum M COXpaHeHbl B MOCTaBAAEMOM annapaTHOM K/tove 3almTbl, 6e3 KOTOPOro HeBO3MOKHO
NO/b30BaTbCA NPOrpammHbIM obecneyeHmem.

MPUMEYHAHUE: Ymobsl npunoxceHue @GyHKUUOHUPOBAAO, HEobxo0umMo 8cmasums Nocmasnaemsil
annapamHsil Koy 3auiumesi USB 8 Komnetomep/cepsep, Ha KOMopom ycmaHoB8/AEHO NPUIOHEHUE.

CoBMecTUMbIe YCTpOiCTBa

[aHHble 06cne0BaHMA MOXKHO NMOAYYMTb C MOMOLLLBIO caeaytoLmx yctporcTs Cardioline:

YcTporictBa A/ CYTOYHOro MoHuTOpupoBaHusa DKI (oTnpaska obcnepoBaHuii B dopmaTte
HeobpaboTaHHbIX AaHHbIX)

0 WebUploader

0 Device Web Manager
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= YCTpOWCTBa 418 CYTOYHOIO MOHUTOpUpPOBaHMA IKI (oTnpaBKa duMHanbHOTo oT4éTa B dpopmate PDF)

0 WebUploader — obcnepgoBaHue ana obpaboTtki nepen oTnpaskon Ha Cubeholter WS ans
co3gaHua ot4yéTa B popmate PDF

= YcTpoicTBa A8 CYTOYHOrO MoOHMTopuposaHua Al (oTnpasBka obcnedoBaHuit B popmate
HeobpaboTaHHbIX AaHHbIX):

0 Cubeabpm
0 WebUploader
0 Device Web Manager
= YCTpoiiCcTBa 4NA CYyTOYHOro MOHUTOPMpPOBaHuA ALl (oTnpaBKka duHanbHOro ot4éta B8 popmate PDF):
0 Cubeabpm

0 WebUploader — obcnegosaHne ana obpaboTkm nepen oTtnpasBko Ha Cubeabpm ans
co3aaHua ot4éta B bopmaTte PDF

= YcTpoictBa ana IKI B cocToaHMM cTpecca (oTnpaBka puHanbHOro ot4éta B dopmate PDF)

0 Cubestress

Pe3ynbTaTbl CYTOYHOIO MOHMTOPMpPOBaHMA ALl B dopmaTe HeobpaboTaHHbIX AaHHbIX MOMKHO CKayaTb Ha
MECTHbI KOMMbIOTEP M COCTaBUTb MeZ3aK/ueHme Npm NoMOLLM NporpaMmHoro obecnedexmns Cubeabpm.
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5. NOAIroTOBKA K UCIMOJ1Ib3OBAHUIO

5.1. YcraHOBKa

YcraHoBka ECGWebApp Holter / ECGWebApp ABPM onucaHa B “CrnpaBodHuke AgmuHuctpaTopa”,
MOCTaBAAEMOM BMECTE C NMPUIOKEHNEM.

ECGWebApp Holter / ECGWebApp ABPM moskeT nonyyaTb obcnenoBaHus, oTnpasaeHHblie ¢ npubopos,
COeIMHEHHbIX MeXay cobol B e ANHYIO CeTb.
Pa3NNYHbIN NOPSAAOK AEUCTBUIA U KOHOUTYPALMA 3aBUCAT OT TMMNa Npubopa, OTNPABAAOLLETO AaHHbIE.

5.2.1. NonyuyeHue ot nporpammHoro obecneueHus Cubeholter

ObcnenoBaHMA € BbIMOHEHHbBIM C MoMolbio Cubeholter aHannM3om 1 mea3akAYeHNEM MOXKHO OTNPaBUTL C
nomolbto nporpammHoro obecneverHns WebUploader B cneunanbHon KOHPUTypaLumm.

PesynbTaTbl 06cnenoBaHna B dopmaTte MCXOAHbIX AaHHbIX (MpoaHaAM3npoBaHHble ¢ nomollbio Cubeholter
Web) moryT 6biTb oTnpasaeHbl Tonbko B8 ECGWebApp Holter / ECGWebApp ABPM ¢ ¢yHKUMen «Xontep»
(Holter).

Ot4eTbl B8 dopmate PDF, cospmasaemble Cubeholter WS, moxHo oTnpasnats, kak 8 ECGWebApp Holter /
ECGWebApp ABPM, Tak 1 8 ECGWebApp Holter / ECGWebApp ABPM ¢ dyHKumen «AL» (ABPM).

CMOTpeTb PYKOBOACTBO K MporpammHbim obecneveHmnam Cubeholter 1 WebUploader ans o3HakomaeHusa ¢
MHCTPYKLUMAMM NO KOHOUTYPALMM U MCMIONIb30BAHMIO.

5.2.2. NonyuyeHue ot nporpammHoro obecneueHus Cubeabpm

..................................................................................................................................................................

Ob6cnenoBaHus, nposeaeHHble npu nomotlm MO Cubeabpm, mokHo oTnpaBaaTs Npu nomoun MO Cardioline
WebUploader, Ha KOTOPOM OTKOHGUIYPUPOBAH adpec, Kyaa caeayeT OTNpaBaAaTb 0bcaenoBaHMA (Hanpumep,
http://192.168.0.51:9091/cardiolineECGWebApp Holter / ECGWebApp ABPM/REST) n ums nonb3osatens u
naposib, COOTBETCTBYIOLIME MNO/b30BATE/NO, MMEIOLLEMY pPa3pelleHne Ha OTnpasBaeHne obcaenoBaHM (CMm.
nap. 10.4.1).

PesynbTatbl obcnenoBaHus B8 dopmaTe HeobpaboTaHHbIX [AaHHbIX MOMyT ObiTb OTMPaBAEHbl TOALKO B
ECGWebApp Holter / ECGWebApp ABPM ¢ ¢pyHKUmen «AL» (ABPM).

OtyeTbl B popmate PDF, cospasaemble Cubeabpm, moxHO oTtnpasnatb, kak B ECGWebApp Holter /
ECGWebApp ABPM, Tak 1 8 ECGWebApp Holter / ECGWebApp ABPM c dyHKumeit «Xontep» (Holter).

MNHCTPYKLMM MO KOHPUTYpaUMmM U GYHKLMOHMPOBaHKMIO NpuBeaeHsbl B pykosoactee MO WebUploader.
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5.2.3. NonyuyeHune ot nporpammHoro obecneueHus Cubestress

Ob6cnenoBaHus, nposeaeHHble npu nomoln Cubestress (otyeT PDF), moxHO oTnpasnate Ha ECGWebApp
Holter / ECGWebApp ABPM npu nomouwm MO Cardioline WebUploader, Ha KOTOpOmM OTKOHGUIypUpoBaH
aapec, Kyaa cnenyet OTNPaBAATb obcnenoBaHma (Hanpumep,
http.//192.168.0.51:9091/cardiolineECGWebApp Holter / ECGWebApp ABPM/REST) n uma nonb3osatensa u
Mapo/ib, COOTBETCTBYIOLLME MOMb30BATE/NIO, UMEIOLWEMY paspelleHne Ha oTnpasieHne obcaeaoBaHUn (cm.
nap. 10.4.1).

NHCTPYKLMN MO KOHPUTYpaLUMK U GYHKLMOHMPOBAHKUIO NpuBeaeHsbl B pykosoactee MO WebUploader.
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6. IKCNAYATAUUA NPUNOKEHUA

Ona poctyna B npunoxenne ECGWebApp Holter / ECGWebApp ABPM HeobxoAuMmMO 3HaTb CBOM
PEermcTpaLyMoHHble AaHHble (MMA MoSb30BaTeNs M Mapoab) M WMHTepHeT-aapec 418 MNOAKMOYEHMs, BCE
npenocTasiseTca Temu, KTo ynpasnaetr ECGWebApp Holter / ECGWebApp ABPM BHyTpK opraHusaumu.

Korga M3BeCTHbl CODCTBEHHbIE PErucTpaLMOHHbIe JaHHble U MHTepHeT-aapec Aaa A0CTyna, A40CTaTO4HO
[BaXKAbl WEAKHYTb MO MKOHKE, KOTopas MnoAsadeTcs Ha pabodyem CTone Mo 3aBeplleHur yCTaHOBKM (npu
HaM4Ynm).

VIKOHKa 3anycKa

B KayecTBe a/ibTepHATUBbI, €C/IW, HANPUMEP, HET 3HauKa, JOCTaTOYHO 3anyCTUTb MHTepHeT-bpay3ep Ha CBOEMm
KomnbtoTepe, Hanpumep Internet Explorer, BBecTr B agpecHOM CTPOKe aZpec CTpaHulbl Aa4 A0CTyrna B
ECGWebApp Holter / ECGWebApp ABPM (Hanp., http://192.168.0.51:9091/cardiolineECGWebApp Holter /
ECGWebApp ABPM/REST) n Ha)kaTb Ha KHOMKy BBOZa Ha KaasumaType.

Web-agpec ana noctyna
(Hanpumep, http://192.168.0.51:9091/cardiolineECGWebApp
Holter / ECGWebApp ABPM/REST)

Bsod web-adpeca 8 uHmepHem-bpaysepe
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HauansHas cmparuya ECGWebApp Holter / ECGWebApp ABPM

B oboux cayyasx oTKpoeTcA HadanbHaa cTpaHuua ECGWebApp Holter / ECGWebApp ABPM, kotopas
MO3BOAET BBECTU JINYHbIE A@aHHbIe BXOa B MPUAOXKEHME (MMS NONb30BaTeNA U Napo/ib).
CTpaHuLa coaepKnT cneaytolime nons:

" Mma: TekcToBoe 6yI-(BeHHO-LI,l/1d)pOBOE nose gnda BBoga csoero MimeHun MNMonbsosartena

= [laponb: TekcToBOE ByKBEHHO-UMbpPOBOE Nose Ans BBoda Mapons

Ecnn BBecTM B cooTBeTCTBytoWMeE onasa Vima nonb3oBaTens v Mapons U HaxkaTb Ha KHOMKY BOUTM (Man Ha
KHOMKy BBoA, Ha knasuatype), byaet nonydeH aoctyn 8 ECGWebApp Holter / ECGWebApp ABPM.
MocTaBMB rasiouKy B sueiike 3aNOMHUTb MEHSA, MOXKHO OXPaHWUTb IMYHbIE AaHHble AOCTyNa Ha byayliee.

MepBaa cTpaHuua ECGWebApp Holter / ECGWebApp ABPM, KoTopas oTKpoeTca, byaeT oTauyaTbca B
3aBMCMMOCTM OT pa3pelleHnin, KOTOPbIMM HadeNeH Mnoib30BaTeb, Hanpumep, CTPaHMLA CO CMMCKOM
nccnenoBaHUM MK CTPaHMLA CO CNMCKOM NaumeHToB. Cm. nap. 10.4.1, B KOTOPOM NpeaocTaBaAeHo NoapobHoe
onucaHue paspeLlleHnit, NPUBA3AHHbIX K KaXKA0MYy NO/b30BaTENIO.

Mocne BbIMONHEHUS BXOAa B MPUIOKeHWe (cM. nap. 6.1) oTKpbiBaeTca A0CTyN B MHTepdeic nosb3osaTens,
COCTOALLMI M3 Web-CcTpaHuL, KoTopble NoApasaeneHbl Ha ABE OCHOBHbIE MaHENU:

= BoKoBaa naHeAnb ynpasneHua (1):

HaXO4WUTCA C/1eBa CTPaHMLIbl, COAEPKaLLen ceayowme noas/KHOMKu:

10
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" /IMA M MKOHKa NOAb30BaTeNA: MAEHTUOUKALMOHHAA CTPOKa, A€ YKasaH Boweawuni
MO/Ib30BaTe/b, MPU HAXaTUM Ha MKOHKY MNOMb30BaTeNd MOXHO o0Tobpasute UmA
No/Ib30BaTe A U Napob 414 4OCTYNa.

= BbIXOA: KHOMKa A/1A 3aBepLIEHMA CECCMM M BO3BPATa Ha CTPaHULY permcrpaumum

=  QOCHOBHble ¢YHKLI,MOHaI'IbeIe KHOMKK (BM,EI,MMbIe W HET, B 3aBUCMMOCTHM OT NpaB Ha AO0CTyn,
KOTOPbIMW HadeneH I'IO/'Ib3OBaTe/'Ib)Z

0 MNaumeHTbl: ANA NPOCMOTPA CMMUCKA MaLMEHTOB, COXPAHEeHHbIX B  apxuBe
(NpocTaBNEHHbIN CBEPXY HOMEP MOKa3blBaeT KOMYECTBO MOYYEHHbIX Pe3yabTaToB
obcnenoBaHnin;

0 MWccnepgosaHua: gna OTO6pa)-KEHl/IH CMnCKa l/lCC!'Ie,CI,OBaHMVI, COXPaHEHHbIX B apXMBE,

(0] AAMMHMCTpaTOpl ANA NPOCMOTPa: CNNCOK nosb3oBaTeNen, CnmMcok HO,CI,pBB,EI,eJ'IeHMlZ,
CMMCOK NOYTOBbLIX ALLMKOB, CNNCOK d)pa3 OT4yeTa, CMMUCOK yCTpOVICTB n HaCTpOI‘/IIKM,'

0 3aknwueHue: gna OTKPbITNA MHTepd>el7|ca C UEeNbO NONy4HeHMA OTHETA O nocaeaHem
noay4eHHoOM nccaeanoBaHmnn.

= Paboyasa obnactb (2):

PacnosiokeHa B LEHTpe CTPaHUUbl, WMMeeT MepeMeHHOoe COAepKaHWe B 3aBUMCMMOCTM OT
oTobpaKaemom CTpaHuLbl.

1 WoE Cnu1coK 1ccrneaoBaHwit CARDIOLINE
BoliAT
O Menuampis, CocrosHue Tun nccneposanus Mepuopn spemeHn
. v - v # 01.02.2021-18.082021 ~ Momck

‘h—/’ MauneHTsl Otpens! v PaciumperHbli nonck

‘ =~ Rara WUsmeHeHo WUsmeneHo

‘ e *4‘ Mecner ®.1.0. WH naumenTa perucTpauvm Otapen (xem) (nara) Tun uccnenosanus OueHka Dewcreus

= Davide Guerruccio 7 21.07.2021 15:45  Cardio Webapp Admin  27.07.2021 OKT nokos MorpaxuyHoe pE B W

‘ ": AnMuH Fiore Viola 44 21.07.2021 15:44  Cardio Webapp Admin  02.08.2021 3KI nokos Matonorua i) ﬁ i
DJDJ DJDJ test33 21.07.2021 12.42  Cardio Webapp Admin  04.08.2021 3KI nokos Natonorua P E B W

‘[ y /; Q6300 Daniel Johnston 090179444 21.07.202112:06  Cardio DJ 21072021 3K nokoa Hopua [ ]

I 1 ID_E1 Johnston ID_E1 21.07.2021 11:55  Cardio ‘Wepdp Admin  22.07.2021 3KI nokos MorpaHnyHoe n h 'i
Daniel Johnston ID_E1 21.07.2021 11:55  Cardio Webapp Admin  22.07.2021 3KT nokos Hopma " E §
Daniel Johnston ID_E1 21.07.2021 11:54  Cardio Webapp Admin  02.08.2021 3K nokos Hopma mE §
FirstName_E1 SecondName_E1  ID_E1 21.07.202111:53  Cardio KT nokos B oxuaaHum Rl |
FirstName_E1 Johnston ID_E1 21.07.2021 11:52  Cardio 3K nokos B oxuaaHum 7 1
CHRISTIAN CRISTOFORI 1 21.07.2021 8:41 Cardio ‘Webapp Admin  27.07.2021 Crpecc-Tect Hopma p’ n ﬁ 'i
djt djt 55446677 20.07.2021 13:28  Cardio DJ Test 20.07.2021 OKT nokos Matonorua [ B |
djt djt 55446677 20.07.2021 13:04  Cardio DJ Test 21.07.2021 OKTI" nokoa Hopma - |

- |1 3 4 5 = 12 v

Cardioline ECGWebApp 2.7.0.1543 CARDIOLINE  ©2021 - Copyright 2021 CARDIOLINE SpA

Obuwue ceedeHus
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6. SKCNIYATALMA MPUNOMKEHMA

6.2.1. OCHOBHble KOMaHAbI

NHuTepdeitc ECGWebApp Holter / ECGWebApp ABPM cocTonT 13 web-cTpaHuL, U COAePKUT TUMUYHbIE A8
3TOWM TEXHONOMMM KHOMKK U QYHKLMK. KaTeropum npoBepok, umetoimxca 8 ECGWebApp Holter /
ECGWebApp ABPM:

T R
ry
Bl

Mossonaer OTO6pa3VITb MMA NOJ1Ib30BaTeENNA U UISMEHUTL NAapPO/ib AO0CTYyMNa.

KHOMKK, cBA3aHHbIe C onpeaesieHHon QyHKLUmen

KHonKn BbibOpa

Mepekntoyatenu Tuna check box (none ans ranoukm

= 213 = Undposble nepekatoyatenm

12 ' PacKkpblBatoLLeeca MeHto
—4 NKOHKM C DyHKLMEN KHOMOK
E E ﬁ MIKOHKM, KOTOPbIE YKa3bIBAtOT COCTOAHME UAN ONpPeeNeHHYI0 KaTeroputo
maumm. mossi @ mail.it MnepccbInkm

Mona ona BBOAA TEKCTA

6.2.2. Onuuwm oTobpakeHun

Ha ctpaHuuax ECGWebApp Holter / ECGWebApp ABPM 06bI4HO MOKasaHbl TabauLbl. MOXHO U3MEHUTb
Ko/MyecTBO oTobpaskaemblx CTPoK (12, 24, 50, 75) U NpOKpYTUTb CTPaHMLbl 0Tobparkaemblx TabiuL, BbIOPaB,
COOTBETCTBEHHO, MYHKT MEHHO (A) UAK KNMKHYB Ha YnCaa UK Ha cTpenkn (B).
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7. NEPEYEHb OBCNEAOBAHNM

7. NEPEYEHb OBC/EAOBAHUN

Ecan KNMKHYTbL Ha KHomky OB6cnegoBaHMa Ha HOKOBOW MaHeM yrnpasieHWs, NMPOUCXOAMUT NEepexoauT Ha
cTtaHuuy MNepevyeHb 06¢cnenoBaHUi.

Mconea.

KHonka ObcnedosaHus

‘E Ramine Cnuncok nccnenosaHmii CARDIOLINE
BoiiTn
Cllieahemiel CocTosiHue Tun uccneposaxus Mepuoa spemetn
— - v - v & 01.02.2021-18.08.2021 + Mowck
“V/@ o Othens v PacluMpeHHbiii nouck
04 Harta WUsmeHeHo WUsmereHo
. m Ve oM.0. WH nauventa perucTpaunn Otgen (kem) (nata) Tun uccneposanms Ouekka HeicTens
- - Davide Guerruccio 77 21.07.2021 1545  Cardio Webapp Admin  27.07.2021 3K nokos MorpanmuHoe pE B W
INL)  Aawus Fiore Viola 44 21.07.2021 15:44  Cardio Webapp Admin  02.08.2021 3K nokos Natonorua [ |
] DJDJ DJDJ test33 21.07.2021 12:42  Cardio Webapp Admin  04.08.2021 KT nokos MNatonorus PP E B W
3 Sopn Daniel Johnston 090179444 21.07.202112:06  Cardio DJ Test 21072021 3K nokon Hopwa [ B ]
ID_E1 Johnston ID_E1 21.07.2021 11 506\ Wﬁppant ﬁéZRT OKT nokos MorpaxnyHoe mhE §
Daniel Johnston ID_E1 21.07.2021 11:55  Cardio Webapp Admin  22.07.2021 KT nokos Hopma [ B |
Daniel Johnston ID_E1 21.07.2021 11:54  Cardio Webapp Admin  02.08.2021 3K nokos Hopma " §
FirstName_E1 SecondName_E1 ID_E1 21.07.2021 11:53  Cardio 3KI nokos B oxuaaHum a1
FirstName_E1 Johnston ID_E1 21.07.2021 11:52  Cardio 3K nokos B oxuaaHum 7 1
CHRISTIAN CRISTOFORI 1 21.07.2021 8:41 Cardio Webapp Admin  27.07.2021 Crpecc-Tect Hopma s H E &
djt djt 55446677 20.07.2021 13:28  Cardio DJ Test 20.07.2021 3KI nokos Matonorua [ |
djt djt 55446677 20.07.2021 13:04  Cardio DJ Test 21.07.2021 3KI nokos Hopma m B 8§
Mowuck = | 1 3(a|s5| 12 v

Cardioline ECGWebApp 2.7.0.1543 CARDIOLINE ©2021 - Copyright 2021 CARDIOLINE SpA

CmpaHuya MNepeyveHb obcnedosaHull

MepeyeHb 06CNef0BaAHNIA COAEPIKUT CMIMCOK BCeX 06Cef0BaHWUI, MOMYYEHHbIX 1 COXPaHEHHbIX B 6a3e AaHHbIX
ECGWebApp Holter / ECGWebApp ABPM B Buae TabauLbl.

KaxkabiM M3 nonb3oBaTesielt MOXeT BMAETb TO/IbKO 00Cnen0oBaHMA OTODpaykaemMbix 3TMM MO/b30BaTENEM
noApasaeneHuit, Kak onmcaHo B nap. 10.4.

Ons Kaxkaoro obcnenoBaHMA BblAeNEHbl CAeaytoLne noas:

= TloNHOE UMSA: UMA U GaMUANA NaLMeHTa, CBA3aHHOTO C IaHHbIM 0bcnegoBaHmem. B ciyyae, ecim nons
NMA U GaMUANA NYCTbl, OHWU NOKa3aHbl B Tabaumue Kak “- -“.

= UaeHTUPUKALMA: MOEHTUDUKALMOHHDBIA KOA naumeHTa, CBA3aHHOro C AaHHbIM obcnesosaHnem. B

“ ou

Cny4dae, ecam none cC VIAEHTMd)VIKaLI,MOHHbIN\ KOAOM NyCTO, OHO NOKa3aHO B Ta6nv1|_|,e KaK .
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[Hata 3anucv / [lata nonyyeHus: gata v Bpems 3anucu / nonydeHus pesynbtatos obcaenosaHmna (B
bopmaTe, COOTBETCTBYIOLLEM HACTPOMKAM OnepaLMoHHON cucTemsl - «cultureinfo»), HacTpansaemble
No/b30BaTe/IEM C MPaBaMM CUCTEMHOTO YNpaB/ieHns Ha cTpaHuue AOMuH > Hacmpoliku).

MoapasgeneHue: HasBaHMe nogdpasfesneHus (Hanp., oTaeneHne, HOAbHMUA, MallMHa, T.4.), C
KOTOpbIM cBA3aHO obciegoBaHme. Cm. nap. 10.5 ans getanbHOro onvcaHua MNoapasaeneHuii.

KeM M3MeHeHO: nma u damuana Bpada, COCTaBMBLUEMY 3akitoudeHMe no obcienoBaHuio, ecau
3aK/oueHne Obl10  COCTaBAEHO, MMA M bamuaMa Bpada WAM Cleumanncta, NpoBepsAsLUero
obcnenoBaHme, eciv oHO BbI10 NPOBEPEHO, B MPOTUBHOM C/ly4ae, NycToe.

[aTa M3MeHeHWA: JaTa NOATBEPKAEHWMA Pe3yNbTaToB NPOBepKkM uam obcneposanma (B dopmare,
COOTBETCTBYIOLLEM HACTPOMKAM ONepaLMOHHOM cucTemsl - «cultureinfo);

Tun: ykasbiBaeT metos obcnefoBaHUA:

0 XonTep (cyTouHOE MOHUTOPMpOBaHMeE IKT)

0 Crpecc (3KC B cocToaHMM cTpecca)

0 CMA/ (cyToyHOE MmoHUTOpMpOBaHne Afl)
IKOHKa neamaTpuyeckoro obcnenoBaHWA E :  aBTOMATWMYECKM OTHOCUTCA MPUIOKEHUEM
ECGWebApp Holter / ECGWebApp ABPM K obcnegosaHuto (Nonb3osaTe/lb HE MOMET BHECTU

M3MeHEeHMA), eC/IM BO3PACT NaLLMeHTa, C UMeHeM KOTOPOro cBA3aHO obcnenoBaHue, meHee 18 neT(kak
yKa3aHO BcemunpHOM opraHm3alumel 34paBooXpaHeHmns).

OueHKa: 0bLas oLeHKa, AaHHasA BPpayoM, BblAABLIMM 3aK/1t04eHME NO 06C1e40BaHMIO:
0 HopMmanbHbIit: pe3yabTaT uccienoBaHus B npeaenax HopMbl

MorpaHnYHbIi: pesyabTaT UccaeoBaHWsA B KpalHUX npeaesax Hopmbl

AHOMabHbIN: 33 Npeaesamm HOPMbI

B OXXnZaHWK: OXKMAAETCA 3aKN04EHNE MO o6cnep,osano

O O O O

[MpoBepeHo: O6CJ'I€,£I,OBaHl/1€ npoBepeHO BPavYOM W/IK CMNeLMannCToOM, HO elllé He COCTaBJ/IeHO
mea3aknryvyeHmne

0 OTKNOHEeHO: O6C}'Ie,£I,OBaHl/Ie, KOTOpPOE Bpay onpeaesina Kak He nognexauee BHeCeEHUIO B
mea3akardyeHmne

MKOHKa cpoYHO E: aBTOMaTUYECKU OTHOCUTCS npunoxkeHnem ECGWebApp Holter / ECGWebApp
ABPM K obcnesoBaHuio (Nonb3oBaTe/lb HE MOMKET BHECTUM M3MeHeHMuda), ecnm obcnenoBaHue
KnaccMdULUMPOBAHO KakK “CpoYHO” Ha 3Tane MnoJjiydeHuns OT aneKTpoKapauorpada. JocTynHo TONbKO
ana obcnenoBaHWi, BbIMOMHAEMbIX C NMOMOLBIO C 3/1eKTpokapauorpados cepumn ECG100/200 wu
touchECG.

MKoHKa noanucu ﬁ . NpucyTCTBYET, ecnn obcnenoBaHne HbN0O 3aBepeHo LUMGPOBOM NOAMUCHIO
(Tonbko ecnn npunoskerne ECGWebApp Holter / ECGWebApp ABPM umeeT onumio umdpposo
noanucu).




ECGWebApp Holter - ECGWebApp ABPM
7. NEPEYEHb OBCNEAOBAHNM

Onepauun: GyHKUMOHANbHbIE KHOMKW, KOTOpble WAEHTUOUUMPYIOT AEeNCTBMA, KOTOPble MOMKHO
BbINO/HWUTL C 06Cef0BaHUAMM (MEHAIOTCSA B 3aBMCUMMOCTM OT cTaTyca obcieqoBaHMA M paspeLleHuni
No/Ib30BaTe/s, ONMUCaHHbIX B Nap. 10.4.1).

Oonumm OTO6pa)KEHMﬂ N MNOUCKa

MOXHO ynopAazso4nTb O6CJ'Ie,£I,OBaHl/IFI B 3aBMCMMOCTWM OT Pa3/IMYHbIX nonen B BoCXxoaAWem n HMCxoaaliem
nopAaake, KIMKHyB Ha 3Ha4Ke OTAe/IbHbIX KO/TOHOK.

TaKKe MOXKHO 0TOOPa3sUTb TOIbKO HEKOTOPbIE 06CNeA0BaHMA, MCNO/b3Ys NOJSA NOWUCKA, AOCTYMNHbIE B BEPXHEN
yacTu paboueit NnaHenu, cBepxy Haa nepevyHem obcaenoBaHUN.

®unempsi noucka

B 4aCTHOCTM, MOYHO MCNONB30BATbL CAeAytoULMeE NOA MOUCKA U UX I-(OM6I/1HaLl,l/Il/11

MeanaTtpuyecknin: npu Bbibope AvelkM OyayT nNoKasaHbl ToAbKO 06cnefoBaHMA MNaLMEHTOB
neamaTpUYecKoro oTAesneHMs (BO3pacT KOTOPbIX MeHee 18 neT, Kak onpeaeneHo BcemupHoOM
OpraHusaumen 3apaBooxpaHeHns);

CoctosiHue: Bce, OxunaaHue (byaeT BHECEHO B MeA3aKoueHune), 3aKkatodeHne rotoso, MoanmcaHo (c
LUndpoBOM NoANUCkI0), MOBTOPHO NPOBEPEHO;

Tun: Crpecc - Xontep - CMA/, npu Bbibope NyHKTa PacKpbIBaOLLErocs MeHto byayT oTobparkaTbea
TO/NIbKO 06CNen0BaHMA, COOTBETCTBYOWME BbIOPAaHHOM METOAMKE;

MHTepBan BpemeHW: No3BosAeT BbiOpaTb TOIbKO obcnenoBaHWe, AaTy 3anuck UAM nonydeHums (c
yyeTom oTObpaskaemol AaTbl) KOTOPble COOTBETCTBYIOT BBEAEHHOMY WHTEPBaAy BpemeHu (B
dopmaTe, COOTBETCTBYHOLLEM HACTPOMKAM OMNepaLMOHHOM cucTemsl - «cultureinfo»);

Mailbox: Mol — Bce, no3BosfeT npocMaTpuBaTb TONbKO Te o6cnefoBaHMA, MO KOTOPbIM
No/Ib30BaTe/l0 HaA0 COCTaBUTb Men3ak/todeHue (ecin BKAUYMTL GyHKUMo «Mailbox»). JaHHbIN
bUNBTP MOXKET UCMO/Ib30BATLCA TONIbKO MO/1b30BaTEEM, COCTaBAAOWMM MeA3aK0UYeHNA.

MopgpasseneHua: Npy OTMETKE AYeeK OMyCKatoLULEroca MeHto ¢ onumnamm Bbibopa byayT oTobpaxkaTbea
TOJIbKO 06CNenoBaHMA, OTNPaBAEHHbIE U3 BblIOPaHHbIX NOAPA3AENEHNI, MOXHO BbiOpaTb HECKO/IbKO
noapasaeneHnit oAHOBPEMEHHO;

PaclUMPEHHBIA MOUCK: MyTem yCTaHOBKM nosieit «MaoeHTudukatop», «Uma», «dbamuaua», «[aTa
POXAEHMA» (C yKasaHMeM TOYHOTO 3HaYEHUA UKW MHTEPBaNa, ecaun BbibpaHa onuua «MHTepBan»).

YT00bI NPUMEHWTL 334aHHbIE OMUMM MOMCKA, HEODXOAMMO HaKaTb Ha KHOMKY MOWUCK, 35TO 06HOBUT NepeyeHb
obcnenoBaHMi, MOKa3bliBas TOIbKO Te U3 HKX, KOTOPble COOTBETCTBYOT BbIOPAHHBIM KPUTEPUAM.

MPUMEHAHUE: KombuHayua cunempos 6b6160pa, 30 UCKAYEHUEeM O0amsi NOsAy4YeHus, COXPAHAemcs 8
/I0KG/IbHBIX YCMAHOBKAX KOMNbromepa u bpay3epa, ¢ NOMOWb0 KOmMopbix 86inoaHeH 8xo0 8 ECGWebApp
Holter / ECGWebApp ABPM. Takum 06pa3om, ma xe KOMOUHAUUA ¢uabmpos bydem npumeHeHd npu
cneodyrowem 8xooe ¢ 0aHHO20 KOMNbIOMepPa U ¢ Yepe3 mom xce bpaysep.
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Kaskaomy obcnenoBaHuio, Ha OCHOBAHMM €ro COCTOAHMA (C 3aKatoueHemM nam 6es) 1 paspeLleHnin, KoTopbiMM
obnapaeT nonb3osaTent (Kak onucaHo B nap. 10.4.1), MOXHO MPMBA3aTb pPasiMuYHble onepalumm, Kaxaan
COOTBETCTBYET onpeaeneHHoM GYHKUMOHANbHOM KnasuLwe:

’ CocTaBUTb MeA3aKkatoyeHne nam npoBepKy no O6CJ'I€,CI,OBaHl/II'O

MpocmoTpeTb pe3ynbTaTbl 06CeA0BaHMA A5 BblAaun Mea3akatodeHus (6es
BO3MOXXHOCTN BHECEHUA M3MEHEHWIA)

N

OTKpbITb 06C/Ie10BaHME, MO KOTOPOMY YXKe COCTaBAEHO Me/13aKAt04YeHNe NN
npoBepKa (C BO3MOXHOCTbIO BHECEHUSA U3MEHEH W)

MpocMoTpeTb paHee COCTaBNEHHOE Me/i3aKtoueHne No 06cnen0BaHNIO B
dopmate PDF, 4Tobbl COXPaHUTb €ro Ha KOMMbIOTEPE NN 3aBEPUTb 3/IEKTPOHHOM
noanuceto (ecam y npunoxkerHns ECGWebApp Holter / ECGWebApp ABPM ecTb
OnuMA 3NEKTPOHHOM NoanmcK).

n

o YnaneHune obcnenosaHus

ObcnefoBaHMe, KOTOPOE HeNb3A OTKPbLITb, TaK KaK OHO YXKe OTKPbITO ApYrim

& No/ib30BaTe/IEM C Pa3pelleHnem Ha Me3akItodeHne nam Nposepky. 114 NnoToKos
HeobpaboTaHHbIX AaHHbIX ABPM 1 xonTepoBcKkoro obcneoBaHmA BbIrpy3Ka

obcne0BaHMA Ha NOKAbHbIMA KOMMNbIOTEP HEBO3MOMKHA.

Cm. pa3gen 9 ana AeTanbHOro onMcaHua BO3MOXKHbIX AENCTBUIA.

MOHO NPOCMOTPETb KapTy NauMeHTa, KINKHYB Ha MMEHW NauneHTa B KOJIOHKe MNMonHoe nms.

KapTa nauueHTa COAEpP)KWT MoApobHble AaHHble O nauueHTe (MaeHTUdUKALUMOHHbLIA Homep, BTopol
NOEHT.HOMEP NaumeHTa, AaTa POKAEHUA, NOA, NP.) U CNUCOK BCex 0bcneaoBaHWIn AaHHOMo NaLuueHTa.

Ona obcnenosBaHWii B 3TOM CNMCKE AOCTYMHbI Te e onepauuu, YTo yKasaHbl B OCHOBHOM [lepeuHe
obcnenosaHuit (cm. nap. 7.1).
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Kapma nayueHma

KapTa naumeHTa Ha OCHOBaHWM pa3peLLIeHlA;1, AaHHbIX MO/Ib30BATE/NIKO, MOXET ObITb OCHalleHa ABymMA
d)yHKLI,VIOHaﬂbeIMM KHOMKamMmu:

= N3MEHUTb: YTOObI USMEHUTL JIMYHbIE AAHHbIE NALMEHTA, €C/IM NOb30BaTE/lb UMEET Ha 3TO NpaBsa (CMm.
nap. 8.3.2).

= [lepeHa3HauuTb: YTODObI 0TBA3ATL 06CAEA0BAHME OT TEKYLLEro NauMeHTa M HasHauyuTb ero Apyromy
(cm. nap. 9.7.1).
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8. CIMUCOK NAUUEHTOB

Mpn Ha)aTuM KHOMKK [laUMeHTbl Ha naHenu ynpaBieHus OTKpbiBaeTca cTpaHuua CNUMCOK MaLUUEHTOB,
BMAMMAA, ECIN Y N0Ib30BaTENN eCTb Pa3peLleHme Ha AOCTYN K CMUCKY NaLMeHTOoB.

' MaunenrTel

KHonkKa lMayueHmeol

() Neberr Crm1coK NaLmneHToB CARDIOLINE

Admin
Buiiitn

Fec: & Jonathan Young @ Pepaxtvposats | % Yaanue
®.N0. Dara poxaeHus WH naumenta
Nauverfs!
| primeiro teste 02.05.2005 primeiro teste do app WH nauuenTta 000000C4 Apnpec 3795 Cherry Street , Huntington Park
— upload teste1 = tete1 Bropo# Crpana group
Vccnen % WAEHT.HOMEp
- stress Teste 5 73 nauvetra X Jonathan. Young@cardioline.it
AnmH Rara poxgenus 28.08.1949 731) 728-2832
‘ UnitlD Test 02.07.1970 TUID1 D )
i Mon
pacSobrenome1 pacNo... 28.12.2021 id1 ‘
Paca Mowronouanas
“CHWcOK hauneHToB
tost test 29.12.1987 123 ‘ WUccnen.
Data ! Tun Ouexka DeiicTBua
DL EDDY 29.12.1985 01
04.10.2021 14:26 Reviewer physician KT nokos B »» m B
test6 test6 01.01.1980 1234 P ‘
CognomeTest NomeTest  02.01.1981 123456789 9 ‘
rty uu - 4567 3
create teste - 323 D

12 ¥ “ 23 |4|5
Cardioline ECGWebApp 2.8.0.1987 CARDIOLINE  ©2022 - Copyright 2022 CARDIOLINE SpA

Cmparuya Cnucok nayueHmos

MepeyeHb NALMEHTOB COAEPMHKMUT CIMCOK BCEX MNaLMEHTOB, COXpaHeHHbIX B Hbase gaHHbix ECGWebApp Holter /
ECGWebApp ABPM B Buae Tabauubl. [1na Kaxka0ro naumMeHTa ykasaHbl caeaytoline nona:

- MNonHoe nma: d)ammnvm N NUMA NalneHTa. |_|pl/1 He3arno/IHEHHOM MOJ1IE 3TN AaHHble 0T06pa>+<a+0Tcs| B Ta6n|/|u,e
KaK ”_Il.

= [laTa pOXAEHUA: JaTa POXAEHNA NaLMeHTa

= UNpeHTUOUKALMA: nOEHTUOMKALMOHHbIM KoA NaumeHTa. B cayyae, ecam none ¢ naoeHTUOUKaLMOHHBIM

“ o

KOAOM NyCTO, OHO NOKa3aHO B Ta6f|l/1LI,e KaK .
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- KHonKa Bbl60pa .NO3BOJIAET OTKPbITb KapPTy C AeTa/IAMM O COOTBETCTBYOLLEM MNaUNEHTE.

Onunn oTobpakeHns 1 nomcka

MOMHO YyNopsAo4YMTb MaUMEeHTOB B 3aBUCMMOCTM OT Pas/IMYHbIX MOAer B BOCXOAALLEM W HUCXOAALLEM
NopAAKe, KIMKHYB MO 3HAYKY B OTAE/bHbIX KOJIOHKAX.

TaKKe MOXKHO BbINOJIHNUTb MOUCK CPeayn BCEX COXPAaHEHHbIX MaLMEeHTOB, MCMO/b3ys MoJie MNOUCKa, AOCTYNHOe
Hapg Tabaunuen co CNMCKOM NaumMeHToB. Eciv BBECTM CIOBO MM HECKOJIbKO C10B B nose Mownck, ECGWebApp
Holter / ECGWebApp ABPM aBTOMaTUYECKM BbIAACT BCEX MALMEHTOB, KOTOPbIE COAEPHKaT 3TO C/I0BO B MOJIAX C
nmerHem, pamunneit n/mnm UK. NoucK HayHeTCs aBTOMAaTUYECKM, KaK TO/IbKO Bbl HaYHeTe BBOAWTb TEKCT B
nose. Takum 06pa3om, MOXKHO MCKaTb M HEMOJIHbIE C/I0BA UM OTAE/bHbIE CUMBO/bI.

8.2. Kapra lNaymeHTa

KapTa ¢ uHdopmaLmeln o naumeHTe NosasaAETCA OKONA0 TabanLbl NAUMEHTOB MPM HaKaTUM KHOMKMK Bblibopa

Weba
w Admin CnuncoK NaLveHToB CARDIOLINE
Buiiitn

Pk L Jonathan Young @ Pepaktvposats | % Yaanue

— ) ©.1.0. [Nata poxaeHus WH nauventa

[' 7 ] Nauventsi -

e B primeiro teste 02.05.2005 primeiro teste do app WH nauuenTa 000000C4 Apnpec 3795 Cherry Street , Huntington Park

Bropon CrpaHa rou|
‘ Vccnen upload teste1 = tete1 ‘ MAE:T.HOMep TP group
stress Teste = 73 [almorra. X Jonathan. Young@cardioline.it
XS
\ AnMUH Data poxnexus 28.08.1949 731) 728-2832
‘ UnitiD Test 02.07.1970 TUID1 SeLG3D)
B Mon
pacSobrenome1 pacNo. 28.12.2021 id1
L Paca Mowrononanas
pac2sobrenome pac2n 12.12.1985 pac2 ‘
==CNUCOK fauue g = KapTa nauneHTa
nuc dUuMEeHTOB - u
—— Dara ! Tun OueHka Dewcreus
DL EDDY 29.12.1985 01 ‘
04.10.2021 14:26 Reviewer physician KT nokos B o~ ma B
test6 test6 01.01.1980 1234 |
CognomeTest NomeTest  02.01.1981 123456789
rty uu - 4567
create teste - 323
12 v - - 2|3|4|5]| =
Cardioline ECGWebApp 2.8.0.1987 CARDIOLINE  ©2022- Copyright 2022 CARDIOLINE SpA

CmpaHuya Cnucok nayueHmos u Kapma ¢ nodpobHsIMuU OaHHbIMU

KapTa C I'IO,EI,pO6HbIMl/I AAHHbIMW O NaUMeEHTE, KOTOPYHO HE/Mb3A PEeAAKTUPOBATb, MOKA3bIBAET MNOJIHbIE AadHHbIE
nauneHTa n COCTonUT U3 ABYyX obnacteit:

®  JInyHble AaHHble NaumeHTa (1) - 34ech yKasaHbl NoApobHbIe AaHHbIE MO KOHKPETHOMY NaUMeHTY:
0 Wmsa n damunnns

0 [lepcoHanbHOE
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O O O O O o o o

BTOPOM MaeHTUdMKATOP naumeHTa
[aTa poxaeHna

Mon

Paca

Appec

HauMoHanbHOCTb

Email

TenedoH

= Cnucok obcnenoBaHWiA, HasHaYeHHbIX NaLMeHTy (2) - 34ech YKasaHbl 06cne0BaHua, NpuBA3aHHbIe K
KOHKPEeTHOMY NalUMeHTy, OpraHn30BaHHble B Tabauue, rae no Kaxaomy obcaesoBaHmMio YKasaHbl:

(0]

OO O O O

[aTta 3anucu

MoAaTBepans - UMa 1 Gamuans Bpaya, BblAABLIEro 3aKAt04eHUE (eCN MPUMEHUMO)
Tun

OueHKa

[enctBma - onepaumn, BbINOAHAEMble C OTAeAbHbIM 0bcnenoBaHMem (Ha OCHOBaHMM
paspeLleHnin Noib3oBaTens)

MonHoe onucaHWe oTobparkaembix Moser NO KaxAoMy 0BCAeZl0BaHWMIO M BO3MOXKHbIX onepauuii
npueeneHo B nap. 7.1.

KapTa nauueHTa, Ha OCHOBaHWM pa3pelleHnin, KoTopbiMM 06MadaeT Mosfb30BaTe/lb, MOXET MMETb ABe
bYHKUMOHaNbHbIE KHOMKM BBEPXY CrpaBa:
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= N3MEHUTb: YTOObI M3MEHATL /IMYHbIE JaHHble BbIOpaHHOro naumeHTa (cm. nap. 8.3.2);

= YAanuTb: 4Tobbl yAaIUTL BbIOpaHHOMO NaumeHTa (cm. nap. 8.3.3).
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Kapma lMayueHma

..................................................................................................................................................................

Ecav y nonb3osaTensa ecTb paspelieHna Ha pedakTUpPOBaHWe M yaaneHue obcnenoBaHU M AaHHbBIX O
naumMeHTax, MOXKHO CO3/aTb HOBOrO NaLMeHTa 1 COXPaHUTbL ero B apxmBe, Haskas KHOMKY HOBbIM Ha cTpaHuLe
CnuncoK naumeHToB.
MO»KHO BBECTM CedytoLlIMe INYHbIE AaHHbIE:

= /Ima (0bA3aTensHO),

= damunus (obasaTensHo)

= BTopoe Mma (0T4eCTBO)

= /aeHTUOUKALMOHHDLIN Koa (06A3aTesbHO)

= BTOPOM MAEHTMMKATOP NaLMeHTa

= JlaTa poxAaeHuA

= [lon
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= Paca
= AApec, ropoa u CTpaHa
=  Email

=  TenedoH

HoBOro naumeHTa MOXHO COXPaHUTb UK HET, Bbl6paB ABe KNnaBuwn BHN3Y CrnpaBa:
- Hasag: oTMeHAEeT co3faHune, U AaHHble He COXPaHAKTCA,

= CosgaTb: noaTBepx4aet co3aaHne, HOBble AaHHbIe COXPAHAKOTCA, MaUuMeHT CO34aH.

CmpaHuya Co30ame HO8020 nayueHma

8.3.2. N3meHUTb AaHHbIe NauMeHTa

Ecam y nonb3oBaTtens ecTb paspelleHusa Ha peaakTMpoBaHWe U yaaneHue obcnefoBaHWA U CBEAEHUI O
naumeHTe, BbibpaB KHOMKY U3MEHUTL Ha BKNAAKe C AAHHbIMW O MALUMEHTE, Bbl MOMXKETE M3MEHUTb IMYHbIE
[aHHble NaumeHTa:

=  /Ima (obasaTensHO),

= damunus (obasaTensHo)

=  BTopoe Mma (0T4ecTBO)

*  aeHTMOMKALMOHHBIN KoA (0B6A3aTesbHO)
= BTOPOM MAEHTU MKATOP NaLuMeHTa

= JlaTa poxaeHua
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= [lon

= Paca

= AApec, ropoa u CTpaHa
= Email

=  TenedoH

HoBble AaHHble MOXXHO COXPAaHUTb U HET, Bbl6paB ABe Knasun BHN3Y CMnpaBsa:
. Ha3a,u,: OTMEHAET N3IMeHeHNe, N JaHHble He O6HOBJ'IFII'OTCH,’

=  O6HOBUTL: noaTBepXaaetT UsSMmeHeHne, N HoBble AaHHblE COXPaHAKOTCA.

CmpaHuya usMmeHeHUA UYHbIX O0aHHbIX nayueHma

8.3.3. Ypanutb nayueHTa

Mpu BbiIbOPE KHOMKM YAAAUTb M3 KapTbl NaUMeHTa MOXHO yAannTb naumeHTa. Mpu yaaneHny naumeHTa Bce
obcnefoBaHMs, CBA3AHHbIE C HUM, TakKe ByayT yaaneHsl.
BcnsibiBatolLee OKHO 3aMpOCUT NOATBEPKAEHMS BbINOAHAEMOMN onepaLun:

= OTMEHWUTb: OTMeHAET ,ﬂ,el‘;ICTBlAe, N NaunNeHT He yaanAaeTcAa

= YaanuTb: NoATBEpKAAeT AeUCTBUE U yaanaeT nauueHTa.

MPUMEYAHUE: onepauus yoaneHusa asasemca Heobpamumoll. [locne yoaneHus nauyueHma e2o ywe Heslb3s
80CCMAHOBUMb, G MAKHe €20 06C1e008AHUS.
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Mpv nonyveHnn Hosoro obcnegosaHna ECGWebApp Holter / ECGWebApp ABPM nposepsaeT cooTBeTCTBME
JIMYHbBIX A@HHbIX MaLUMeHTa, 3aPermcTPMpPOBaHHbIX Ha 3Tane 3anMcKk U NPUBA3aHHbIX K 06Cne10BaHNIO, KaKOMY-
NMBO NauMeHTy, yKe umetouemyca B 6ase AaHHbIX MaUMEHTOB.

B cnyyae Hanmuma naumeHTa B 6ase ECGWebApp Holter / ECGWebApp ABPM aBTomatnyecku HasHavaeT
nonyyeHHoe obcnenoBaHMe NaumeHTy, B 06paTHOM Caydyae CO34aeT HOBOrO MauMeHTa Ha OCHOBE JIMYHbIX
[aHHBIX, MPUBA3AHHbIX K 006C1e0BaHNIO.

KpuTepuu, ¢ nomolibto KoTopbix ECGWebApp Holter / ECGWebApp ABPM cpaBHWMBAET NMYHble AaHHble
naumMeHTa, NpuBA3aHHble K 06CNef0BaHMIO, C INYHBIMKU AAHHBIMKW NauMeHToB B 6a3e AaHHbIX MOTyT ObiTb
CKOHOUIYpMpPOBaHbl Ha 3Tamne YCTaHOBKM (cM. CnpaBOYHMK AOMUHMCTpaTOpa). B obulem nouck mMoxeT
6a3npoBaTbCA Ha CpaBHeEHUM mexxay nonamu ID naumeHTa, meHn naupeHTa, Pamunnm naumeHTa, Mon n gata
POXAEHMA UK HA UX KOMOMHALMW.

B cnyyae, ecam o4HU U Te e pe3yabTaTbl 06cnefoBaHMA (TOT ke MaeHTUOUKATOP NaumeHTa, Ta Xe AaTa U
BpEMA MONyYeHMA, Te Ke MAEHTMOUKATOPbl MalMHbI U OTAENEHWUA) OTNPABAAETCA ABaK/Abl, NPOrpamma
COXPaHAET TO/IbKO NOCAeAHMNE NMOYyHYEHHbIE.

MpuesA3Ka obcnegoBaHne-naumenT, BbinonHeHHas ECGWebApp Holter / ECGWebApp ABPM, moskeT B 1tobom
cnyvae 6biTb M3MeHeHa (Nosb3oBaTenammn, 0b1afatoLLMMK pa3peLleHnem), Kak onmncaHo 8 nap. 9.5.
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9. OTOBPA3UTbL, MPOBEPUTDL, BbIAATb 3AK/TIOMEHUE U
YMNPAB/IATb OBC/IEAOBAHUEM

YT0b6bl OTKPbLITb 0OCNEfOBaHWME C UEAbl0 ero 0TobparKeHus U, ecnu HeobxoAMmMOo, MPOBEPKWM UK
bopMMpoBaHMA 3aK/OUeHMs, HEeobXoaMMO, 4TOObl Mosib3oBaTesnb Obl HaeneH paspeweHusmn Ans
0TOBPAKEHUA MAN ANS NPOBEPKM MM GOPMMPOBAHMA 3aKTOYEHWI MO 06CAeA0BaAHUAM.
MOHO OTKPbITb 06CNef0BaHME KaK cO CTpaHMLbl MNepeyeHb obcneaoBaHuii (cm. NoapobHYto MHGopPMaLIMIO B
nap. 7), Tak 1 co cTpaHuLbl CNUCOK NaUMEHTOB (CM. NOAPOOHYO MHbOPMaLMio B Nap. 8).

B 3aBMCMMOCTM OT paspeLllieHnit cobCTBEHHOrO Npoduas nonb3osatens u mnsgenma ECGWebApp Holter /
ECGWebApp ABPM, MOHO:

- BblaaTb 3aK/1t04eHMe Nno 0bcnea0BaHMo, 3aK1I04EHNE MO
KOTOpPOMY elLle He BblAaHO
OTKpbITb yKe NpoBepeHHoe 0bcneaoBaHNEM UK C

[ | COCTaB/IEHHbIM Me3aKatoueHnemM (M Npu HeobXxoAUMOCTH,
chopMMpPOBaTL 3aK/KOYEHNE B MePBbI pas UM CHOBA)
ObcnenoBaHmMe, KOTOPOE HeMb3A OTKPbITb, TaK KaK OHO YyiKe
OTKPbITO APYrMM NOb30BaTENEM C pa3pelleHnemM Ha
Me/13aKt04EHNE NN NPOBEPKY
OTKpbITb PDF-0TYeT Nno 06c1e10BaHMIO, /19 KOTOPOIO y¥Ke
0OPMIEHO 3aK/tOYEHME, YTODbI COXPAHUTb Er0 B KOMMbIOTEPE
B WM 3aBEPUTL UMGPOBOIA NOANMCHIO (€C/M NPUIOIKEHWE

ECGWebApp Holter / ECGWebApp ABPM 1meeT onupmio

uMdpoBOIt NoanmcK)

MpoBepuTb 06CcNea0BaHNE, KOTOPOE ellé He Bblo
4 NpPOBEPEHO UM He BbISI0 MO HEMY COCTaBEHO
Me3aKknyeHne
OTKpbITb yrKe NpoBepeHHoe obcnesoBaHMe (M Npu
HeobXoAMMOCTH, MPOBEPUTL €70 BHOBb) MAN OTOBPa3nTb B
peXMnme «TONbKO ANA YTeHMA» obcnefoBaHMe C
COCTaBNEHHbIM Me3aK04YeHnem
ObcnefoBaHMe, KOTOPOE HeMb3A OTKPbLITh, TaK Kak OHO yxKe
[ OTKPBITO APYrMM NOAb30BaTENEM C pa3peLlleHnem Ha
Me/3aK4eHNe NN NPOBEPKY
B OTKpbITb OTYET PDF 06CcnenoBaHus, No KOTOPOMY YiKe
COCTaBNEHO Mea3aKNto4eHNe, YTobbl ero oTobpasmnThb

Nonb3osaTens C

paspelueHnamM Ha &
dbopMm1pPOBaHUE 3aKNIOUEH U

06 obcneposaHUU

Nosb3oBaTesnb C [ |
paspeLlleHNUAMM Ha NPOBEPKY
obcnenoBanHua
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OTobparkaTb AaHHble N0 06C/1e0BaHMIO, 3aK/IKOYEHNe No

Monb3osaTens ¢ —4
KOTOPOMY €lLLie He BblaAaHO
paspeLeHnAMN TONbKO Ha
o - MpocmoTpeTs 06cnea0BaHMe, MO KOTOPOMY Y3Ke UMEeTCA
oTobpaxeHue obcnenoBaHNin [

3aK/1to4eHne

9.1.1. OTKpbITb 06CNnepgoBaHue B pexxume bbicTporo coctaBneHUsA 3aKN04EHUA

YT06bI OTKPLITL 06CNEA0BAHME B PEKMME ObICTPOrO COCTABAEHMSA 3aK/THOUEHMS, MOXKHO TaKKe MCno/b30BaTb
GYHKUMOHANbHYIO KHOMKY 3aK/loYeHWe, BMAMMYIO TObKO MO/b30BATENAM, MMEILWMM paspelleHme Ha
BblAauy 3aKt04eHni, Ha cTpaHuLe NepedeHb ObcneaoBaHUN.

y R .
‘ E/? Obaop ‘

Knasuwa 3akntovyeHue

KnaBuia 3ak/noyeHne aBTOMATMUYECKM OTKPbIBAaeT nocaefHee nosydyeHHoe obcnefoBaHve Mo BpemeHM
NOMy4eHMA U CPOYHOCTM U aKTUBUPYET PEeXMM ObICTPOro CocTaB/ieHMa 3akatodeHua. [ocne coxpaHeHun
3aK/I0YEHMA, KaK OMKMcaHo B caeaytowmx naparpadax, OKHO He 3aKpPbIBAETCA, @ aBTOMATUYECKM OTKpPbIBAeTCA
cnepytoulee obcnesosaHue, Tpebytollee COCTaBNEHMA 3aKIOYEHMA, YTO TMO3BOAAET MO0Jb30BATE/NO
nocneaoBaTeIbHO COCTaBAAThL 3aKAOYEHNA BCEX NOYYEHHbIX 06CNeN0BaHNIA B OAHOM OKHE.

9.2. Ot06pasuTb, NPOaHaNU3UPOBATb, COCTaBUTb Mepa3aK/loueHue u
3aBeputb uUUPPOBON NOAMUCBIO  pe3yNbTaTbl  CYTOYHOrO
moHutopuposaHua IKI B popmarte Heob6paboTaHHbIX AAHHbIX —
ECGWebApp Holter

ECGWebApp ¢ dpyHKUMen Holter moxkeT nonydaTb xonteposckyto KM B popmaTe HeobpaboTaHHbIX AaHHbIX,
KOTOPYIO MOMKHO MOTOM CKadaTb M OTKPbITb Ha mecTe ¢ nomoupto Cubeholter Web (npeasaputenbHO
YCTaHOB/IEHHOW Ha KOMMblOTepe) ANA BbINONHEHUA aHaAM3a, NPOBEPKM U MeA3aKoUYeHs.

Mocne Bbibopa XONTepoBCKOM DKM M HaxaTMa Ha KHOMKy [lepecmoTp/3aknlodeHre aBTOMaTUYeCKM
3anycKaeTcs cKkaumBaHme 0bcnea0BaHnA Ha COOCTBEHHbIM KOMMbIOTEP.

Ecnm cyulecTsyeT xoTs 6bl 04HO 06CNef0BaHME, MPUCBOEHHOE K TOMY e MauMeHTy, TO MOXKHO 0TobpasuTb
pdf nocneaHero obcnesosaHMs , NO3BOAAA, TakMum 06pasom, MNpoOBepsloWEeMy W Bpady, BblAatolemy
3aK/toYeHue, CpaBHUTb 0b6caeaoBaHMUS.

B Tom cnydae, ecnm Bbl ucnonb3yeTe 6Hpaysep Chrome (c HacTpoMKOM aBTOMaTM4YecKol paboTbl), Mo
3aBepLUeHMN CKaumBaHmaA, obcnesoBaHne aBTOMATMYECKM OTKpbIBaeTcs 6naroaapa Cubeholter Web. B gpyrmx
CNyYanx, AOCTAaTOYHO ABaXK bl LWENKHYTb MO dainy 1 3aTemM HaxaTb « OTKPbITb» A4 3anycka cetu Cubeholter.
PesynbTaTbl obcnenoBaHusa oTkpotoTca B ceTn Cubeholter noa npeaBapuMTenbHO BBEAEHHBIM MMEHEM
NPOBEPAIOLErO UM BPaYa, BblAAMOLLENO 3aKA0YEHWE, B 3aBMCUMOCTM OT TMMA NO/b30BaTeNS.
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Mocne Toro, Kak pesynbTaTbl 06cAeA0BaHNA OyaAyT NPOaHaNM3MPOBaHbI, MPOBEPEHbI M BHECEHbI B 3aK/O4EHME
yepes Cubeholter Web (Kak onuMcaHoO B COOTBETCTBYHOLIEM PYKOBOACTBE MO/b30BaTeNdA), MOSBAAETCA
BO3MOYHOCTb OTMPaBKM AaHHbIX 00paboTkm ECGWebApp ans apxmBupoBaHua. Ecam Bpady, BblAAOLLNNA
3aKtoYeHMe, 3aHOCUTCA B apXMB, TO XKe NPOUCXOAMNT 1 ¢ OTYETOM, B popmaTe PDF.

Ons atoro B nporpamme Cubeholter Web Heobxoaymo BbINONAHUTL caeaytolmne AeNCTBUA:

1. CoxpaHuTb NpoBepeHHoe 06Cea0BaHME UAN C COCTABAEHHbIM MeA3aKIto4eHNEM, HaXKMMasa KHOMKY
MpoBepKa/3akniodeHune 8 Cubeholter Web;

2. PesynbTatbl 06CNe0BaHMA BMECTE C BbIBOAAMM, MOATBEPKAEHMEM HOPMbI M BOSMOXHbIM UTOTOBbIM
OTYETOM aBTOMATUYECKM oTnpasastoTca B ECGWebApp;

3. [1pu KOpPEKTHOM OTNPaBKE UCCAeA0BAHMA NOABUTCA CAeAyOWLMIA SKpaH NOATBEPHKAEHUS:

4. EcAM MccnegoBaHMe MPOBEPAETCA WAM MO Hemy COCTaBAAeTcA MeA3aK/ItouyeHMe, Y:Ke MmeeTca B
ECGWebApp # yxe 6bl10 NPOBEPEHO/BHECEHO B  3aKIOYEHMe, MNOABMTCA  caeaytoliee
npeaynpexkaeHune, 4tobsl Noib3oBaTeNb CMOT BblOpaTb, nNepesanucaTb [JaHHble WUAW OTMEHUTb
onepaumio oTnpaBKu:

5. Tlo ucTeyeHWn cpoKa ceaHca nogkatodeHuna kK ECGWebApp Holter noasutca 3T0 OKHO, M3 KOTOPOTO
MOKHO OYyAEeT CHOBa BOMTU B CUCTEMY:
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M3 cnucka obcnegosaHnin ECGWebApp Holter MoXHO OTKPbITb UTOrOBbIM OTYET M MPOCTaBUTL LUMDPOBYHO
noanucb, ecnn y ECGWebApp Holter ectb onuma undbpoBoM noanucu, a y NoAb3oBaTens ecTb
COOTBETCTBYIOLLME NpaBa LMPOBOM NOANMMUCH.

[na npoctaBaeHmsa UMGpPoOBOI NOANMUCK NOA pe3ybTaTaMm 0b6cneoBaHWs cneayeT:
1. OTKpbITb oT4eT B popmaTe PDF, HaxkaB Ha KHonKy PDF B nepeyHe ob6cnenoBaHmii;
2. HakaTb Ha KHonKy CoxpaHuTb B Nporpamme npocmotpa PDF;
3. DNeKTpOHHasa Noanuch:

a. Ecnm ECGWebApp Holter ocHauleHo onuyen YaanénHomn LUndbposol Moanucu n nonb3oBaTenb MMeeT
paspelweHna Ha Uudposyto Moanuck, Npu HaxkaTumM KHOMKM COXpaHUTb OTKPbLIBAETCA OKHO, rae Bbl
MOMeTe NPoCTaBUTb LMOPOBYIO NOANUCL, BBEAA Napoab u Ko OTP (eaMHOBPEMEHHbIM Naponb) B
COOTBETCTBYIOLIME MNOASA N HaxKaB KHonKy Ok.

Ecam oTKpbiBaeTcA OKHO MOAMNMCK, @ aBTOP MeZ3aK/oYeHMA Ha AaHHbIM MOMEHT xoTen Bbl NPocTo
COXPaHUTL pesynbTaTbl 06cnenoBaHma 6e3 noanucu, cnenyet ybpaTb Gnakok n3 nons «Moanmcb» u
Ha»kaTb KHonKy Ok.

b. Ecnn ECGWebApp Holter ocHauweHo onuueit JlokanbHo Lindposoit Moanmcn n nonb3oBaTesb UMeeT
paspelleHma Ha LUndposyto Moanuce, Weénkas no KHonke COXpaHUTb OTKPbIBAETCA OKHO, M3 KOTOPOro
MOMHO 3aMyCcTUTb NPOLLECC NoAnncK, onuncaHHbii B nap. Errore. L'origine riferimento non é stata
trovata..

ObcnenoBaHMe C CO3A4aHHbIM 3aKMoYeHVEM U C LUMbPOBOM NOAMMUCHIO (MPU HaAUYMKM TaKOBOWM) NOABUTCA B
cnuncke obcnenoBaHMi C UMEHeM Bpayda, COCTaBUBLLMM 3ak/todeHne (none Kem nameHeHo — [Jata MU3MeHeHus)
M 3HaYeHnem obulei oueHkn (none OueHka). Ecnm pesynbtathl 0b6cnenoBaHma ObiM 3aBepeHbl LMPPOoBON

“J
noanuceto, B nosie «OLLeHKa» TaKKe NosBUTCA 3HAYOK C LUMPPOBOI NOAMMCHIO o

&

P — .
Nkorka * / ™ (guaumble NONb30BATENIO, COOTBETCTBEHHO, C/6€3 paspelueHnit Ha Co3aaHMe 3aKAHeHNA
nepes Tem, Kak 3ak1o4YeHMe coxpaHeHo) 3ameHseTcs mkoHkon B, KoTopas Mo3BOAAET CHOBA OTKPbITb
obcnenoBaHme.

MpoBepeHHoe obcnenoBaHME MOABUTCA B CMMCKe obciefoBaHMii ¢ MMeHem Mposepstollero B nose Kem
N3MeHEHO 1 ¢ TepMmmnHoMm MpoBepeHo ¢ obuieit oueHKol B nose OUeHKa.
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P — . .
MKOHKa * / -~ OCTaeTCA HEeU3IMeHHOM W YKa3biBaeT, 4TO HeO6XO,£I,l/IMO AOCTyn nonb3oBaTtend, C

pa3pelleHnem Ha cocTaBaeHne mea3akatodeHna ana Co34aHmA KOHEeYHOro OT4éTa.

Mpu HaxkaTMmn kHomnkm OK Nonb3oBaTeNb BO3BPaLlaeTca B nepeveHb ob6ciea08aHui.

MPUMEYAHUE: 6onee nodpobHasa uHpopmayua npusedeHa 8 pykosoocmee no akcnayamayuu Cubeholter.

9.3. Oto6pasurnb, npoaHannsnpoBaThb, NnpPoBepUTD, COCTaBUTb
MeZA3aKNloueHne U 3aBepuTtb LMPPOBOMA NOANMUCHIO pe3y/ibTaTbl
CYTOYHOro moHuTopupoBaHua A[l B dopmate HeobpaboTaHHbIX
AaHHbIX — ECGWebApp ABPM

ECGWebApp c¢ onuunen ABPM Mo)KeT noaydaTb XOATepoBckoe obcnegoaHne ABPM B dopmate
HeobpaboTaHHbIX AAHHbLIX, KOTOPYK MOMKHO MOTOM CKayaTb M OTKPbITb Ha mecTe ¢ nomolubto Cubeabpm
(NpeaBapmUTENBHO YCTAaHOBAEHHOMN Ha KOMMbIOTEPE) A1 BbINOJHEHWS aHaM3a U MeA3aKalodeHuns.

Mocne BbIbOpa pe3ynbTaToB CYTOYHOrO MOHMTOPMPOBaHMA ALl U HaxKaT1A Ha KHOMKy MNepecMoTp/3akatoueHne
aBTOMaTMYECKM 3aMyCKaeTCcA CKauMBaHWe 06cnenoBaHNA Ha CODCTBEHHbIN KOMMbIOTEP.

B TOM cnyyae, ecnm Bbl mcnosnb3yete bHpaysep Chrome, no 3aBepuweHUMM cKaymBaHua, obcnepoBaHue
aBTOMATMYECKM OTKpbIBaeTcs, 6narogapa Cubeabpm. B apyrux cayyasx, AOCTAaTOYHO ABaXKAbl WEAKHYTb MO
darny 1 3atem HaxkaTb « OTKPbITb» A1 3anycka cetn Cubeabpm.

PesynbTaTbl 0b6CnefoBaHuA OTKpotoTcs B ceTv Cubeabpm noa npeaBapuTensHO BBEAEHHBIM MMEHEM
NPOBEPAIOLWErO UM BPAYa, BbIAAIOWLENO 3aKA0YEHNE.

BHUMAHMUE: ecniu ECGWebApp bbin 06H081€EH, G KaueHmcKul modysb He 06HO8/1eH, NoSsumcsa coobuleHue,
npedynpexdarowee nosab3osamesns O MOM, YMO B8epcus Hecosemecmuma, U Heobxodumo o0bHosuMb
npusnoxceHue.

lodmeepicoeHue KOMaHObl NPOU380OUM BbIXOO U3 NPUMOIEHUSA

Mocne Toro, Kak pesynbTaTbl 06cnef0BaHNMA ByayT NPOaHAAN3NPOBAHbI, MPOBEPEHbI M BHECEHbI B 3aK/t0HEHME
yepe3z ECGWebApp (Kak onucaHO B COOTBETCTBYIOWEM PYKOBOACTBE MO/b30BaTeNs), MNoABAAETCA
BO3MOHOCTb OTMPaBKM AaHHbIX 06paboTkm ECGWebApp Ana apXnBMpoOBaHMA.

Ecnv Bpay, BblAAOLWMI 3aKN0YEHME, 3aHOCUTCA B apPXMB, TO XKe MPOoUCXoauT U ¢ 0TYETOM, B popmaTe PDF.
Ons atoro B nporpamme Cubeabpm HeobxoaMmo BbINONHUTL CAeaytolme AeNCTBUA:

1. CoxpaHWTb M 3KCMOPTMPOBATbL Pe3y/bTaTbl MCCAeA0BAHMA, HaXKas KNaBuLLy 8 Cubeabpm;
2. Bbibpatb popmata akcnopTa «PDF» 1 pexkunm skcnopta «Painn»;

3. Tlo OKOHYaHWMWM MpoLecca co3daHua oTdeTa 3akpoiTe Cubeabpm M npu nossneHWu 3anpoca Ha
coxpaHeHue HaxmmTe «Ja».

4. Ecav nonb3oBaTeslb ABAAETCA BPAYOM, BbIAAIOWMM 3aKAOHEHMA, NOABUTCA CJ'IE,EI,VI'OLLI,MVI 3KpaH AnAa
noaresepxaeHnAa HOpPMaibHOCTU O6CJ'I€,£I,OBaHI/1ﬂ M OTMNPaBKM €ro pe3synbrtaTtoB C 3aKNKOYeEHMEM B
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ECGWebApp. CneayeT HaxaTb KHOMKY C rajqo4ykon A8 noATBep:KAeHMA Bblbopa M OTNpaBKu
nccnenoBaHuA:

MpumeyaHue. ®alin PDF, co30aHHbIU Nposepatowum, He paccmampusaemcsa Kak omyem 8 ECGWebApp

5. [pu KOPPEKTHOM OTNpPaBKe UCCAEA0BaHMA NOABUTCA CAeAyoWMA SKpaH NOATBEPKAEHUSA:

OaHakKo, eciv UccnefoBaHme ¢ measakatodeHnem yxe nmeetca 8 ECGWebApp 1 y»ke H6b110 BHECEeHO
B 3aK/tOYEHMe, MNOABUTCA Caeaytollee npeaynpexaeHne, 4tobbl Noab30BaTENb CMOr BbiOpaTh,
nepesanuncatb M Npeaplayliee 3aKIt4YeHne aM OTMEHUTb Onepauymto OTNPaBKM:

6. [lo ncTeyeHMM cpoKa ceaHca noakatodeHma K ECGWebApp ABPM noasMTCA 3TO OKHO, M3 KOTOPOTro
MOXHO ByAeT CHOBa BOMTU B CUCTEMY:
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o OKOHYaHMKM OTNpPaBKKM U3 cnmcka obcneaoBaHnin ECGWebApp ABPM MOXHO OTKPbITb MTOrOBbIN OTYET U
npocTasutb Umbposyto nognuck, ecnm y ECGWebApp Holter / ECGWebApp ABPM ecTb onuua Uuudposom
NOAMUCK, @ Y NONb30BaTeNA €CTb COOTBETCTBYOWME NPaBa UMPPOBOM NoANUCH.

[ns npocTasneHnsa UMdpoBoi NOANMCH NOA pesynbTaTammn obcnenosaHma cneayer:

1.
2.
3.

d.

OTKpbITb OTYET B popmaTe PDF, HaxkaB Ha KHonKy PDF B nepeyHe obcnenoBaHui;
Haxatb Ha kHonky CoxpaHuTb B Nporpamme npocmoTpa PDF;
DIEKTPOHHAA NOAMMUCH:

Ecnn ECGWebApp ABPM ocHalleHo onumeit Yaoanénuon Lindposoin Moanucn n nonb3oBaTenb UMeeT
paspeleHma Ha Uudposyto Moanuck, Npu HaxkaTumM KHOMKKM COXpaHUTb OTKPbLIBAETCA OKHO, rae Bbl
MOMeTe NPoCTaBUTb LMOPOBYIO NoANUCh, BBeAA Napoab u Kog OTP (eaMHOBPEMEHHbIN Naponb) B
COOTBETCTBYIOLLIME MNOASA N HaxKaB KHonKy Ok.

Ecan oTKpbiBaeTcA OKHO NOAMNWCK, @ aBTOP MeZ3aK/oYeHMA Ha AaHHbIM MOMEHT xoTen Bbl NPocTo
COXPaHUTb pesynbTaTbl 06cnenosaHma 6e3 noanucu, cnenyet ybpaTb Gnakok n3 nons «Moanmcb» u
HaxkaTb KHonKy Ok.

Ecnn ECGWebApp ABPM ocHalleHo onuwnelt SlokansHol Lnudbposoit Moanucn n nonb3oBatesb UMeeT
paspelleHma Ha Undposyto Moanuce, Weénkas no KHonke CoOXpaHUTb OTKPbIBAETCA OKHO, M3 KOTOPOro
MOMHO 3aMyCcTUTb NPOLLECC NoAnncK, onuncaHHbii B nap. Errore. L'origine riferimento non é stata
trovata..

ObcnenoBaHMe € CO34aHHbIM 3aKMto4eHeM U ¢ LMdPOBON NOAMUCHIO (MPU HAaNUYMKM TaKOBOW) NOABMUTCA B
Cnuncke obcnenoBaHUM C UMEHeM Bpayda, COCTaBUBLLMM 3akatoveHme (none Kem nameHeHo — [Jata MU3MeHeHMA)
M 3HadyeHMem obuiel oueHKkM (none OueHKka). Ecan pesynbTaThl 0b6cienoBaHMa Oblan 3aBepeHbl LMdPOBON

>
noanncobro, B nosie ((OLI,eHKa» TaKXe NoABUTCA 3HAYOK C LI,Md)pOBOlZ noAanmcbro D .
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r ey — .
Nkorka  / ™ (guaumble NONb30BATENIO, COOTBETCTBEHHO, C/6€3 paspelueHnit Ha Co3aaHMe 3aKHeHNA
nepes, Tem, Kak 3aknoyeHue coxpaHeHo) 3ameHseTca mkoHkol B, KoTopas No3BOMAET CHOBA OTKPbITH
obcnenoBaHme.

MpoBepeHHoe obcnesoBaHME MOABUTCA B CMMCKe obcienoBaHMii ¢ MMeHem Mnposepstollero B nose Kem
N3MeHEeHO 1 ¢ TepMmmHoM MpoBepeHo ¢ obLieit oueHKol B nose OLeHKa.

P — . .
MKOHKa * / -~ OCTaeTCA HEen3IMeHHOM W YyKasblBaeT, 4TO HeO6XO,£I,VIMO AOCTyn nonb3oBatTenda, C

paspelieHem Ha CoCTaBNeHne Mea3aKMoYeHNa A0S CO34aHMNa KOHEYHOro OTYéTa.
Mpu HaxkaTMmn kHomnkm OK nonb3oBaTens BO3BpallaeTca B nepedeHb obcieaoBaHUiM.

MPUMEYAHUE: 6onee nodpobHasa uHpopmayua npusedeHa 8 pykosoocmee no akcnayamauvuu Cubeabpm.

9.4. T[pocmoTpetb pe3ynbtatbl o06cnepgoBaHna B ¢opmate PDF,
COCTaBUTb MO HUM MepA3aKNloYeHue U NPOoCTaBUTb UUPpPOBYLO
noanucb

C nomolubio ECGWebApp Holter / ECGWebApp ABPM MOXHO COCTaBAATb MeA3aKNoYeHna Nno pesyabratam
obcnenoBaHuii, nosyveHHblM B dopmate ¢arnos PDF. T obcnenoBaHMA OTKPLIBAOTCA MOCPEACTBOM
oTobpaxkeHua B dopmaTte PDF.

lpocmomp &8 popmame PDF
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NHTepdelic nonb3oBaTens COCTOUT M3 ABYX OCHOBHbIX 0b/iacTeit: bOKoBas naHesb U LieHTpasbHaa paboyan
naHeb.

BokoBas naHenb (1)

PacrnonoeHa c 1eBON CTOPOHbI CTPaHMWLbI 1 COAEPKMUT 3 noapasaesa.

= OyHKUMOHANbHbIE KHOMKM — aKTUBMPYIOT HEKOTOPbIE OCHOBHbIE QYHKLMM:
0 [NepeveHb 06cnenoBaHWiA: 418 BO3BPATa Ha cTpaHuLy MepeyeHb 06cnefoBaHUi,
0 CkauvaTb: YTOObI CKaYaTb Ha KomnbloTep obcnegoBaHme B dopmaTe PDF

MeyaTb BO3MOMKHA C MOMOLLBIO CTAHAAPTHbLIX MHCTPYMEHTOB oTobparkeHus B dpopmate PDF,
KOTOpble MOABNAOTCA Ha 3KPaHe, eC/IM NOABECTN KypCcop MblliK B 061acTb paboyelt naHenu.

= [laHHble MaUMEHTa - He MOryT WM3MEHATbCA MO/b30BaTe/IeM, COAEPMMUT AaHHble naumeHTa M
HEeKOTOPYI0 MHPOPMaLMIO, Kacatolytocs obcaenoBaHmA:

0 MonHoe umA: UMA U damuana naumeHTa
NoeHTndukauma: naeHTMonKaLMOoHHbIN KoL naumeHTa
Mon

Bospact

,£I,aTa nonyvyeHua: gata N BpemaA, Koraa O6CJ'I€,£I|OBaHl/Ie 6bI10 noay4eHo M3Ha4asibHO

O O O O o

Kem noarsepaaerca: MMs Bpaya, 3aperncTpuposasiiuero obcnenosaHme

£ Crnucok uccnepoBaHui 4 Cravars
D0 John Smith
WH Mauywenta 201
Mon Mon M
Boapact 43
Ilara wccneqosaHna 24102015 0:00:00
Bpau

Pa30esn yHKYUOHAMbHbIX KHONOK U /IUYHbIX OGHHbIX NAYyUueHma

=  BblBOAbI - M3MEHAETCA MO/b30BaTENEM, MMEKLMM noaxoasdlime paspetleHuna (cm. nap. 10.4.1),
COAEPKUT TEKCT 3aKt04EHNA 1 0BLLYIO OLLEHKY 0bCcnenoBaHumA.
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Paszdesn Bbigoobi

Pabouyas naHens (2)

Pabouas 0bnacTb 3aHMMAET LEHTPabHYIO0 30HY CTPaHMUUbI M 3aKkatoyaeT B cebe ancnaelt ¢ otyeTom no IKI
(TonbKo NpocmoTp). M03BOAAET BbINOAHUTL aHaM3 06CAeA0BaAHMA.

9.4.2. MMpocmoTpeTb pe3ynbTaTbl 06cnepgoBaHua B ¢opmare PDF, coctaButb no
HUM MeA3aKIl4YeHne U NPOCTaBUTb LUMPpPoBYIO NOANUCH

Ecnv nonb3osaTesib MMEET paspelleHmns Ha COo34aHue 3aK/ItoUYeHns, Noie C BbIBOAAMM MOMKHO M3MEHSATH U
MOKHO BblBpaTh 06LLYO OLEHKY 06Ce40BaHNA B OMYCKAIOLWEMCS MEHHO.
[ns GopMMPOBaHMA 3aKNOYEHNA 06CNEeN0BaHNA HEODBXOAMMO:

1. WM3meHuTb, ecnn Heobxoaumo, BbiBOAbl (Nosne BbiBoAbl). Ecnn BrAtodeHa dyHKUMA «BcTaBuTb
bGOPMYNIMPOBKY B 3aK/OYEHME», MOXKHO MCMNO/b30BaTb PaHEE YCTAaHOB/IEHHbIE CTaHAAPTHble Gpasbl
(cm. nap. 9.6).

2. MpucBounTb 0OLLYIO OLUEHKY 0O0CNeA0BaHNIO: HOPMAJIbHbIM, MOrPaHNUYHbIMA, aHOMasIbHbIN, OTKAOHEH
(none CeoakKa)

3. HaxaTb Ha KHOMKY COXpaHVITb, 4yTObBI COXpPaHWTb HOBblE BbIBOAbI, O6U.Ler OUEHKY W WMA
Nno/1b30BaTeENA, KOTOprVI cd)oplv\mposan 3aK/1to4veHne.
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3aknoyeHue obcnedosaHuA

HoBble BbiBOAbI, 00LWAA OUEHKA M MMA Bpaya, KOTOpbI chOpmMpoBas 3akatoveHne, DyayT COXpaHeHbl B
apxuse ECGWebApp Holter / ECGWebApp ABPM 8 popmate PDF Kak HoBasa cTpaHuLUa, obaBaeHHan B KOHLE
oT4yeTa.

CmpaHuya 3aKMo4YeHua

4. IJneKTpoHHasa NoAnwuCh:

a. Ecnam ECGWebApp Holter / ECGWebApp ABPM ocHauieHo onuueit YaanéuHol Lindposoit Moanucu u
nosb3oBaTe/lb MMeeT paspelwerus Ha Ludposyto Moanuchb, npu Haskatuu KHomnku COXpaHUTb
OTKPbIBAETCA OKHO, FAe Bbl MOMETE MPOCTaBUTb UMOPOBYIO NOAMUCH, BBeAA Maponb U Kog OTP
(eaMHOBPEMEHHDIY MapOJib) B COOTBETCTBYIOWME MOA U HaxKaB KHomKky Ok.

Ecnn OTKpbIBAaETCA OKHO MOAMNMCK, @ aBTOP MeA3aK/IYeHNA Ha AaHHbIA MOMEHT XoTeN Hbl NPoCTo
COXpPaHWUTb pe3ynbTaTbl 0bcnenoBaHma 6e3 nognucu, cieayet yopaTb dnaxok n3 nonaa «foanuce» u
HakaTb KHomKy Ok.
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b. Ecan ECGWebApp Holter / ECGWebApp ABPM ocHalieHo onuuelt lokanbHol Uudposolt Moanuck u
nosb3oBaTe/lb MMeeT paspeweHua Ha Ludposyto Moanuch, wWénkaa no KHonke CoxpaHUTb
OTKPbIBAETCA OKHO, M3 KOTOPOro MOXKHO 3amycTWTb MPOLECC NOAMMCK, onucaHHbii B nap. Errore.
L'origine riferimento non & stata trovata..

ObcnenoBaHMe C CO3A4aHHbIM 3aKM0YeHVEM U C LUMbPOBOM NOAMUCHIO (MPU HaAMYMKM TaKOBOWM) NOABUTCA B

cnuncke obcnenoBaHUi C MMEHeM Bpayda, COCTaBUBLLMM 3ak/todeHue (none Kem nameHeHo — [Jata MU3MeHeHMs)

M 3HaYeHnem obulei oueHkn (none OueHka). Ecnm pesynbtathl 0b6cnenoBaHma ObiM 3aBepeHbl LMPPOBON
“J

noAnuchto, B none «OLEHKa» TakKe NoABMUTCA 3HaYO0K C LUMdPOBOM NOAMMUCHIO D

P — o
Nkorka ** / ™ (guaumble NONb30BATENIO, COOTBETCTBEHHO, C/6€3 paspelueHnit Ha Co3aaHMe 3aKauHeHuA
nepes, Tem, Kak 3ak1to4yeHue coxpaHeHo) 3ameHseTcs mkoHkon B, KoTopas Mo3BOMAET CHOBA OTKPbITb
obcnenoBaHme.

Mpu HaxkaTumn kKHomnKm OK nonb3oBaTenb BO3BPalLAeTCA B nepedeHb obcneaosaHuin.

MPUMEYAHUE: Pe3zynbmamel obcnedosaHus 8 ¢popmame PDF noszsosstom co30ams 3aKAYEHUE MOsbKO
00UH pas.

Ecam ECGWebApp Holter / ECGWebApp ABPM ocHalleHo onuueit JlokanbHoin Lndposort Moanucn u
nofb3oBaTelb MMeeT paspelweHns Ha Uudposyto Moanuch, wénkaa no KHomke COXpaHWTb, KOTopas
MO3BOAET COXPaHWUTb 0bCAenoBaHMA (Kak 3TO ObIIO MOKa3aHO B Mpeablaywmux naparpadax) oTKpbiBaeTCs
OKHO, 13 KOTOPOro MOXHO 3aMyCTWUTb NPOLLEecC NoAnMncK, onncaHHblii B nap. Errore. L'origine riferimento non
& stata trovata..

1. WeénkHyTb no OK 44 3anycKa npoLecca noanucu:
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2.

Ecnun 3anpalumBaeTcs 3anyCTUTL NPUAOKEHUE, LENKHYTb Mo OTKPbLITH (MOCTaBUTL rafiouky B AYEMKY
“Bceraa noaknodath”, YTobbl cooblieHMe boblie He NOBTOPAIOCH).
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3. [HoxpoaTbcAa 3arpy3km cepTUPMKATOB M MoOcne 3arpysku cepTudukatos BbibpaTb YCTPOMCTBO, C
MOMOLLLbIO KOTOPOTO BbINOAHUTL NOAMUCH:

4. Beect PIN-Kof, (ecin akTMBMPOBAHO 3aMoOMMHaHWe Koda, TO Ko OyaeT 3anpolleH TOAbKO Mpu
nepsom Aoctyne):
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5. J[oXA[aTbcAa Noanmucu measak/itoueHmns:

6. [ocne noAnucaHWa measakNtoueHua noasaseTca cooblieHrne O noaTsepxaeHun u dain PDF ¢
NOANUCHIO CoXpaHaeTca B base AaHHbIX:
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9.6. Wcnonb3oBaTb MUHCTPyMeHT «BctaButb ¢$opmMmynmpoBKy B
3aKao4YeHune»

Mone «BbiBOAbI» CTpaHMUUbl «MenasakatouyeHne» MOXKHO 3aMOoNHUTb C MOMOLLbIO MHCTPYMeHTa «BcTaBuTb
GOPMYIMPOBKY B 3aK/HOUYEHMNEY, CIN 3Ta GYHKLUMA BKAOYEHA M eC/IN 3arpyKeH COOTBETCTBYOWMIA daln (Kak
onucaHo 8 nap. 10.9).

9.6.1. BkAouyeHUe UHCTpYMeEHTA «BctaBuTb popmMmynnpoBKY B 3aKt0HEHUE»

HakaTvem Ha nose «BbiBOAbI» MOMXHO BKAOUYNTL QYHKUMIO «BCTaBnTb GOPMYIMPOBKY B 3aK/at04eHne» (ecau
OHa BK/tOYEHA B HACTPOWKax) AByMs cnocobamm:

= KoCBeHHbI pexum: npu Habope MUHMMaAbHOTO (HacTpamBaemoro) Koamdectsa ByKB MosBaseTcs
OTOUNBTPOBAHHBIN CMMCOK, B KOTOPOM COAEPMKATCA TONIbKO NPEANOMKEHUA CO BCTaBAEHHOM CTPOKOM.

= [IpAMOM peXuMm: HaxaTMem codyeTaHua Knasuw Ctrl + npoben ana oTobpaxeHusa Bcex
npeaBapuTeIbHO 3arpy»KeHHbIX dpas.

[Mpn BKIOYEHUM LAHHOMO WMHCTPYMEHTa LBeT (bOHa nona M3MeHAEeTCA, M MCNOJb30BaTb ApyrnMe KHOMKKU
CTaHOBUTCA HEBO3MOXKHO.

9.6.2. OTKANlOYEHMEe UHCTPYMEHTA «BctaBuTb GOpPMYyNIUPOBKY B 3aKNOUEHUE»

[ns oTKMoYeHUA GYHKUMK «BcTaBUTb GOPMYIMPOBKY B 3aK/OUEHMEY M BO3BPATa K HOPMAZbHOMY PEKUMY
paboTbl HEOOX0AMMO:

" B KOCBEHHOM peXmnme: HaxkaTvem Knasuium «Mpoben» Ha KnasmaTtype.
= [IpAMOM peXNM: LLLESIKHUTE 1EBON KHOMKOM MbILLM NO 06LLEN TOYKE Ha IKPAHE MW HAXMUTE KNaBuULLY

Esc.

Ecnmn 3 cnucka He 66110 BBEAEHO HUM OHOW 3aMUCK, OTKA0UYEHWE GYHKLUN NPUBOANUT K YA3NEHUIO CMMBOJIOB,
BBEAEHHbIX C MOMEHTa BKIOYEHUS GYHKLMM (CM. MOUCK NO Gppase) 1 K BOCCTaHOBAEHUIO LBeTa doHa.
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9.6.3. lMoOKUCK cpeaun COKpaLLeHUn

Mocne aKkTMBauMM OYHKUMM  «BcTaBuTb  GOPMYAMPOBKY B 3aKJHOYEHME» MONKHO  AOMNOJAHWUTESIbHO
oTOUNBLTPOBATL Pe3ybTaTbl CAeayolMM 0b6pasom:

e KOCBEHHbIN PeXMM: MOUCK BbIMOJHAETCA MO OAHOMY C/0BY (B T.4. MO 4YacTu c/foBa C Havana). Mpu
BBO/E B MO/ KaXKA0ro CMMBOJIa CMUCOK «BCTaBMTb GOPMYNIMPOBKY B 3aKtO4EHME» aBTOMATUYECKM
dunbTpyeTcs; HaxkaTvem Knasuwm «MNpoben» MoXKHO OCTaHOBUTb MOWMCK M 3aKPbITb CMIUCOK.

L anMOVI pPeXnm: NOMCK NPoMn3BOANTCA MO HECKOJ/IbKMM C/10BaM (B T.4. NO Y4aCTn C/10Ba C Haqana). |_|pl/l
BBOAE KaxKaA0oro CMMBOJ1a CrMMCOK aBTOMATUYECKHN OT(bVIJ'IprOBbIBaeTCFI.

o  Pexum NMPOKPYTKU. HaBedA KypCOpP MbllN Ha CMUCOK, Bbl MOXXeTe MPOKpy4YMBaTb €ro ¢ NOMOLLbIO
KO/1eCnkKa Nnn Knasul CO CTPESIKaMm BBer/BHV]3.

MPUMEYAHUE: npu noucke He yyumsigaemcsa peaucmp U nopAO0OK €108, d MAK#e Hanudue Hao bykeamu
ouakpumu4eckux 3HaKo8 (akyeHmos u m.n.).

9.6.4. Bbibop ¢Ppasbl

AKTUBMPOBAB M OTOUIbTPOBAB CNMCOK COOTBETCTBYHOLLMM 06Pa30M, MOXKHO BbiOpaTh Gpasy HaxKaTMeM JIeBOWM
KHOMKM MbILLIM UM KNaBuLLK «BBOAY.

BbibpaHHas ¢pasa 3aMeHUT HaneyaTaHHble OyKBbl (B KOCBEHHOM peKMme - OyKBbl, KOTOpble Bbi3Bas/M
BblaeneHune).

MPUMEYHAHUE: 8 npamom pexcume npu omcymcmeuu pe3yabmamos guaempayuu MoxHO noomeepoums
HabpaHHYto ppasy 07158 NOUCKA HaOXAMUEM KAasuwu «Bsoo»

ObcnenosaHua, nonydeHHble ot ECGWebApp Holter / ECGWebApp ABPM, aBTOMatM4ecKkn HasHa4yatoTcs
NaumMeHTy, COrMacHO MeToAMKe, OnmMcaHHoM B CnpasoyHuke AOMuUHUcmpamopa. B obuem, npu noayyeHmm
obcnegosarHma ECGWebApp Holter / ECGWebApp ABPM nposepsieT Hanuuune B cBoel base AaHHbIX NauneHTa,
YbM JaHHble COBMAJatoT C JAAaHHbIMW MOCTynMBLIEro obcneaoBaHWs, ecau TakoW MNauMeHT UMeeTcs,
NPUIOXKEHWE NPMBA3bIBAET MHGOPMALIMIO MO AaHHOMY 06C1ieq0BaHMIO K STOMY NMaUMeHTy.

Tem He MeHee, eCAM NOMb30OBaTE/Nb MMEET paspelleHua Ha AOCTyn K CIWCKY MaUMEHTOB, MOXKHO
nepeHasHauynTb obcaefoBaHMe APYromy NaumeHTy.

Kak onucaHo B nap. 7.3, npu HaxkaTum Ha nosne MonHoe Uma, cooTBeTcTBytollee 0b6Ce0BaHNIO, MOXKHO
oTKpbITb KapTy MauueHTa, CBA3aHHOro C 3TUM 06CNe0BaHMEM.

Ecnn nonb3oBaTesb HafeneH paspelleHnamMM Ha n3meHeHne obcaneoBaHNi U NaUMeHToB, oTobparkaemas
KapTa naumeHTa COAEPKUT, cpean npoyero, GyHKLUMOHAAbHYIO KHOMKY MNepeHasHauuTb, KoTopas no3sosdeTr
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Ha3HauYnTb obcnesoBaHMeE APYromy MaUWeHTy, OTIMYHOMY OT BblOPaAHHOrO aBTOMATUYECKU MPUIOKEHWNEM
ECGWebApp Holter / ECGWebApp ABPM.
YT106bI BLINOAHUTL NepeHasHavYeHne, HeobXxoAMMO BbINONHUTL CAeaytolee:

1. BbibpaTb KHOMKy MNepeHasHaunTb;

2. BblbpaTb NaumeHTa, KOTOPOMY Ha3HauYNTL 06CNEA0BaHME, KNMKHYB Ha CTPEKY B NOCAeAHEN KONOHKe
nepeyHsn NauneHToB, KOTOPbIM OTKPOeTCS;

3. [TpoBepuTb B KapTe MauMeHTa, YTO AaHHble nauyeHTa ABAAKTCA NPaBUIbHLIMK U NMOATBEPAUTL UK
HET Bbl60p C nomoulbto OLI,HOIZ M3 KHOMOK Bbl60pai

" Hasag: oTmeHsaeT ,CI,EVICTBME, M nepeHasHa4yeHne He BbINO/IHAETCA.

= Yaanutb: noaTBepXaaeT, N nepeHasHavdyeHre BbIMO/IHAETCA.

Kapma nayueHma
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Bbibop nauueHma 0714 nepeHasHavyeHus

loomeepxcoeHue nepeHasHaYyeHuUs

9.7.2. YpaneHue obcnepoBaHus

Ecan nonb3oBaTenb MMeeT paspelleHusa Ha yaaneHue obcnegosaHuit (cm. nap. 10.4.1 noapobHyto

MHOOPMaLMIO O paspelleHnsax), MOKHO yaanuTb obcnesoBaHME, HaXKaB Ha MKOHKY C KOP3MHKOW ('ﬂl) B
KosoHke [encteua Cnncka obcnenoBaHuii.

BcnsibiBatolee OKHO 3aMpoCKT NOATBEPKAEHMS BbINOAHAEMOMN onepaLun:

= OTMEHUTb: OTMeHsAeT ,El,el\/'ICTBVIe, n o6cne,qosaHme He ydanAaeTca.
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®  YnanuTb: NoATBEPNKAAET AENCTBUE U yaanaeT obcnenoBaHme,

MPUMEYAHUE: onepauus ydaneHusa Asnsemca Heobpamumod. locne yoaneHuas o6ci1e008aHUA €20 yxce
Hesb3s B0OCCMAHO8UMb.

..................................................................................................................................................................

MOHO CKa4aTb, TO €CTb COXPAaHUTb Ha KOMMbIOTEPE, M pacnevyaTaTb Pe3yibTaTbl O6CﬂeAOBaHMﬂ B d)oprv\aTe

PDF, OTKpbIB COOTBETCTBYIOWMIA OTYET HarKAaTUEM KHOMKMU, a 3aTem LUeNKHyB No KHomnke CKayaTb Ha
HOKOBOM NaHEeNN 3KpaHa, UK NepemMecT1B Kypcop MbilM B paboyyto 061acTb, COAepsKalllyto OTYeT.

( CNUCoK HocnenoBaHui i CEauate

Cka4ame Opyaue 0b6cnedosaHus

Mpu HaxkaTun KHomnKK CKavaTb dalin, coaepskawmin otyeT 06 obcneloBaHNN, Kak OH OTODpaXKeH Ha aKpaHe,
coxpaHsaeTca Ha KomnbtoTepe B dopmaTe PDF.
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[encrTeuma cMctembl 3aBUCAT OT TMNa obciefoBaHMA:

1) Bcayyae c IKT:

3HaK a Ha cTpaHuue MepevyeHb ObcnenoBaHUin aeHTUOUUMPYeT obcnenoBaHme, KoTopoe 6bii1o
“610KMPOBaAHO”, TO CTb KOTOPOE Ha AaHHbIN MOMEHT IBAAETCA OTKPbLITbIM CO CTOPOHbI NMOb30BaTeN ,
obagatolLero paspeLeHnamm Ha GopMUpPOBaHME 3aK/I0UYEHNA. TemM He MeHee, APYroi Nob30BaTe /b
MOXET OTKPbITb TO e camoe obcnesoBaHme.

Ecnm nonb3oBatenb, OTKPbIBWNWIM obcnegoBaHWe co cTaTycom "6Ga0KMpoBaHO', Toxke obnagaer
paspelleHrem Ha CO3[aHne 3aKM0YEHMNA, MOXKET BO3HUKHYTb KOHGIMKT, TaK Kak ZBa No/b30BaTeNs
MoMbITAtOTCA OAHOBPEMEHHO CHOPMMPOBATL OTHET M OBHOBUTL COCTOAHME 06CNeA0BaAHMS.

YT106bI N36€KaTb KOHGMKTOB, KOrAa No/b30BaTe b, 061a4atoLWMIA paspelleHemM Ha GopmMpoBaHmMe
3aK/t0YeHMA, OTKpbIBaeT obcnenoBaHMe co CcTaTycom "OAOKMPOBAHO", OH MnosydYaeT coobliueHue,
yBeAOMAAIOLLIEE O TOM, YTO AaHHOEe 06CNefoBaHME YKe OTKPLITO APYrMM MOb30BaTENEM, KOTOPbIN
BbINONHAET GOPMMUPOBAHME 3aKNOUEHUA.

B cnyyae, ecnv oAMH M3 ABYX NO/Mb30BaTENEN, TEM HE MeHee, COCTaBAAET M COXPaHAET 3aKato4eHne
no obcnefoBaHWto, BTOPOM MO/b30BaTelb MOAyYaeT YyBeAOM/IEeHMEe O TOM, YTO COCTOAHWE
obcnenoBaHMA M3MEHWNOCH U AOMKHO ObITb 0OHOBNEHO.

Takum 06pa3om, Mosb3oBaTeNn, aHaNM3MpyoWmMe O4HO U To e obcnefoBaHWe, yBeAOM/EHbI O
[eNCTBMAX APYrmMx NoaAb3oBaTeNel BO BpeMa paboTbl C OAHUM U TeM e obcnenoBaHMEM.

MPUMEYAHUE: 8cec0a pexomeHOyemcs He omkpsisams 06C1e008aHUE €O CMAMYCOM
"6110KkUpOBAHO", 3a UCKAOYeHUeM CpoyHoU Heobxodumocmu. Ymobbl uzbexams KOHEGAUKMOS,
ciedyem 3anpocums Nosb308aMesA, KOMopsili 0mKpbisa 0b6CnedosaHue, 3aKPblMb €20, NOC/IEe Yeao
MOXCHO Bydem CHOBA OMKpbIMb e2o 0718 C030aHUS om4yema.

2) B cayuvae c HeobpaboTaHHbIMK AaHHLIMKW XONTEPOBCKOro obcneaosaHma uam CMA/:

Monb3oBaTesnb, Ha)KaBWWA  KNaBWLWY, He CMOXeT 3arpysuTb obcnesoBaHue. [loasBuUTCS
npeaynpexaeHne o TOM, YTo KTO-TO M3 APYrMX Noab30oBaTesel Ucnosib3yeT obcaeoBaHne B AaHHbIN
MOMEHT.
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10. AAMWUHUCTPALUUA CUCTEMDI

10.1. HavanbHasa CtpaHuua

Ecan HaxkaTb Ha KHOMKY AOMMH Ha NaHenu ynpasiaeHus, NPOUCXOAMT Nepexos Ha CTPaHMLUy, CBA3AHHYHO C
pasgenom ynpasneHna ECGWebApp Holter / ECGWebApp ABPM, C KOTOpPOW MOXHO OTKpPbITb CRAMCOK
nonesoBatenelt, Cnucok [oapasaeneHni, Cnucok npubopos, CNUCOK «BcTaBUTb GOPMYIUPOBKY B
3aK/lo4eHne», cnucok «Mailbox» nan ctpaHuuy HacTpoek cnuctemsl, BbIOpaB COOTBETCTBYHOLLYIO KHOTKY.

KHonka AOMUH

CmpaHuya AOMuHUCMpayuu

10.2. CnucoK nonb3osBaTtenem

MepeuyeHb NOMb30BaTENEN COAEPHKMT CMMCOK BCEX MOb30BaTE1eMN, COXpaHeHHbIX B 6ase gaHHbIX ECGWebApp
Holter / ECGWebApp ABPM B Buae Tabauupi.
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" | Web: ~
. ‘ Aaring AnvuH \ CriMcok nonb3osarernei CARDIOLINE
BulitTn
; / testPassword @ Pepaktvposats % Yaanuts
T D.MN.0. lMonb3oBarens Email
[7 ] Naunentsi
L5 teste password testPassword m Deictaus

<]

gt e prova vediamo e e POCMOTP A@HHBIX NALMEHTA 1 UCCNIEA0BAHMI

<]

user tablet usertablet 0630p UccneaoBaHUiA

[lobaBneHune HOBbIX UCCNeAoBaHNA

<]

Aamun
User oauth userOauth2

PenakTupoBaHme AaHHLIX NaUVeHTa 1 UccneaoBaHuit

<]

rev2 rev2

= CifucoK'nonb3oBarenen

YaaneHue AaHHbIX NalMeHTa 1 MCCneaoBaHuin
refertatore2 io io ‘

<]

[locTyn K cnucky nauneHTos

<]

ToBTOpHaA NPoBEpKa MCCNEA0BAHNA (m]
analizer analizer analizer analizer@webapptest.com 59
CepBuc-MeHekep
Test Edit Automation Edit demo ARMUHICTPHDOBAHHE CHCTEMb!
viewer viewer viewer2
T
10 v - - 2|3 (45| >
Otaen >

Cardioline ECGWebApp 2.8.0.1987 CARDIOLINE  ©2022 - Copyright 2022 CARDIOLINE SpA

CmpaHuya Cnucok nons3zosameneli

Mo nosib30BaTeIem NMOHUMAETCa eAuHULa, KoTopasa nosydaer goctyn K ECGWebApp Holter / ECGWebApp
ABPM nocpeactsom BBOAA MMEHM MONb30BaTENA M NAPONA.

Mopa TepmuHom MonssosaTens 8 ECGWebApp Holter / ECGWebApp ABPM umeeTca B BUAY TOAbKO OAHO
dun3nyeckoe ML, a TakKe NPMbop C COOTBETCTBYOWMMM Pa3peLleEHNAMM U PEMUCTPALMOHHBIMM AAHHbIMMA,
KoTopble MOryT noakmountecs K ECGWebApp Holter / ECGWebApp ABPM wu pabotaTb ¢ Hum. lMpubop,
Hanpumep, A0MKEH ObiTb CKOHOUIYPMPOBAH C PErUCTPALMOHHBIMM AaHHBIMM NOb30BaTeNs, HaAeNEHHOTO
paspelleHnamMn Ona OTNpaBKM o6cnefoBaHW, 4YTOObl MOXHO OblO0 HanpaBnaTb ob6CnefoBaHMA Ha
ECGWebApp Holter / ECGWebApp ABPM (cm. nap. 10.4.1 ana 6onee noapobHol MHboOpmaLMM o
paspelleHuax).

MaKcrMManbHOe KONMYEeCTBO NO/b30BaTENEN 3aBUCUT OT NPUOBPETEHHOM KOHUIYpaLLMK.

MPUMEYAHUE: B sepcusx ECGWebApp Holter / ECGWebApp ABPM ¢ 00HUM nosas3osamesnem 3mom
nosb3osamesnt CAy#um Kak 074 0ocmyna K NpuaoxeHuto, mak u 078 omnpasseHus obcinedosaHudl.
lonb3zosamesns 0onxceH uUmMems paspeuweHue 0749 omnpasneHusa o06c1e008aHuUll U OH OosaxeH bbimb
CKOHU2YPUPOBAH MAKMe Ha npubope, omnpasaaouem OaHHbIe.

,ﬂ,flﬂ KaXX40ro no/sib3oBaTtesia YyKa3aHbl cieayrouime nona:
= [JoNHOE UMA: MMA MONb30BaTENA.

= [lonb3oBaTeab: MMA N0Ab30BaTENA, MCNOb3yemoe ans aoctyna K ECGWebApp Holter / ECGWebApp
ABPM.

= KHonka Bbibopa : MO3BOJIAET OTKPbITb KAPTY C AeTaNAMMU O COOTBETCTBYIOLLEM NO/b30BaTENE.
Mo OOCTUMKEHWW MaKCMMasbHO pPaspelleHHOro KOAMYecTBa Mojb3oBaTesnel  ana  onpeneneHHom
YCTAHOBNEHHOM  KOHdUrypaumu, oTobpaxkaetrca coobueHne  «[JocTUrHyTOo  npefenbHoe  KoA-BO
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nosib3oBaTesnen» (Kak MoKasaHO Ha PUCYHKe A1 BEPCUMM C MaKCMMasbHbIM KOAMYECTBOM MO/b30BaTeNeN,
paBHbIM 1) 1 cKpbiBaeTcA KHOMKa HOBbIN (HEBO3MOXKHO CO3/aTb HOBbIX NMO/Ib30BATENEN).

,ﬂocmueHymo MaKCUMasnbHoe Koau4yecmaso noss3osamerneli

Onuun otobpakeHuns 1 noucka
MOJKHO yNnopsao4YMTb NOAb30BaTeNe B 3aBUCMMOCTM OT Pas/MUHbIX NOAEM B BOCXOAALWEM M HUCXOAALLEM

nopAaake, KIMKHyB Ha 3Ha4Ke OTAe/1bHbIX KOJTOHOK.

TaKkKe MOMHO BbIMOAHWTb MOMCK CPeau BCEX COXPaHEeHHbIX MO/b30BaTesiel, MCNOoAb3ya Moae MOWUCKA,
[OCTyMHOE Haf, CMUMCKOM nonb3osaTeneilt. Ecam BBectn cnoso B nose Mouck, ECGWebApp Holter /
ECGWebApp ABPM aBTOMaTU4eCKM BbIAACT BCEX MOMb30BATENEN, KOTOPbIE COAEPIKAT 3TO C0BO B MOAAX C
nMmeHem, Gamunmnein n/Man aapecom 3NeKTPOHHOM MoYTbl. MOMCK HAYHETCA aBTOMATMUYECKM, KaK TObKO Bbl
HayHeTe BBOAMTb TEKCT B Nose. TakMM 06pa3oM, MOXKHO MCKATb M HEMOJIHbIE CI0BA UK OTAENbHbIE CUMBO/IbI.

10.3. Kapra Nonb3osaTtensa

KapTa ¢ nHdopmaLmein o nosb3osaTesie NOABAAETCA OKOMO TabaWLbl NOAb30BaTENEN MPU HAaMATUN KHOMKM

BblboOpa
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@ | Webapp & R
l | Admin AnmuH \ Cnicok nonb3osareriein CARDIOLINE
Buiiitn
/ testPassword @ Pepaktupoeats X YaanuTs
e ouo. Monb3osatens Email
[ ] Naunents
=y teste password testPassword ‘ > [Lencteus
P ccnen prova vediamo owEerm TPOCMOTP AlaHHLIX NALMEHTa W UCCNIeA0BaHMI
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Anmun [lobaBneHue HOBbLIX MCCNEAOBaHMA
User oauth userOauth2
PenakTupoBaHue AaHHbIX NaUUeHTa u UcCnefoBaHui
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- Ynanexue laHHbIX QaUMeHTa u UccnenoBaHmit
test adwe d
MMCOK'TOJIb30BaTe/ieun o— nj{apTa nauueHTa
refertatore2 io io
ToBTOpHaA NPoBEpKa MCCNEA0BAHNA [m]
analizer analizer analizer analizer@webapptest.com Cerer oho e
Test Edit Automation Edit demo ARMUHICTPHDOBAHHE CHCTEMb!
viewer viewer viewer2
10 v - n 2|3 (45| >
Otpen >
Cardioline ECGWebApp 2.8.0.1987 CARDIOLINE  ©2022 - Copyright 2022 CARDIOLINE SpA

CmpaHuya Cnucok nons3zosameneli

KapTa nosib3oBarte/isi NO3BO/AET:
= BbibpaTb M U3MEHUTL pPa3peLleHms, HasHauyeHHble Nob3oBaTeto (cm. nap. 10.4.1),

= AKTMBMPOBaTb (MM AE3aKTUBMPOBATL) MNOAL30BATENA, YTODbLI MO3BOMUTL (MM 3aNPeTUTL) A40CTyn K
ECGWebApp Holter / ECGWebApp ABPM (cm. nap. 10.4.5).

= AKTMBMPOBaTb MNOAPA3AeNeHus, KOTopble MOMKET BMAETb M0Mb30BaTeNb, 4YTOObl MNO3BOAUTHL
No/b30BaTe/N0, MMELWEeMy paspelieHne Ha A0oCTyn K obcnegoBaHMAM, 0Tobpa)KaTb TO/bKO
obcnefoBaHMA aKTMBMPOBAHHLIX Nodpasaeneruii (cm. nap. 10.4.6) - BO3SMOXHO TO/MbKO B CAydae
Hanuumna bosee Yem 04HOro NoApasaeneHms.

=  HaxmuTe Ha Mailbox, 4Tobbl NPUCBOUTL ero nosbsosatesnto (cm. nap. 10.4.7). 3TO BO3MOMKHO TONbKO
npw BKAOYEHHOW dyHKLUMK «Mailbox».

KapTa c MHbopmMaumeit o nonb3osaTese UMeeT ABe GYHKLMOHANbHbIE KHOMKX BBEPXY CMpaBa:
" N3MeHUTb: YTODbI U3MEHATb /IMYHbIE JaHHble BbIOpaHHOro noab3osatena (cm. nap. 10.4.3);

= YaanuTb: 4Tobbl yAaAUTb BbIOpaHHOTO Noib3osaTtens (cm. nap. 10.4.8).

MNPUMEYAHUE. [Nockonbky npubopsl, Komopsie omnpasasaiom obca1ed08aHUA HA NpusoxeHue, 00X HbI
b6biIMmb OMKOHPUYPUPOBAHbLI C YKA3GHUEM peaucmpayuoHHbIX OGHHbLIX (UMSA Nnosb3o08amesa U NAposb)
nosb308aMEsS, UMeou,e20 paspeuleHue Ha omnpasky obcnedosaHul (“flobasneHue Ho8bix 0b6cedosaHuli 8
cucmemy”), 0onxeH 6bimos xoma 6bl 00UH NO/1b308AMEs1b, UMEOUUL 3MOo paspeuleHue. 3mo 03Hayaem, 4ymo,
8 C/ayyae KOHGu2ypayuu ¢ OOHUM MO/bKO NhO/b308AMENEM, 3MOM NOsb3o8amMesnt 00aMEH UMemb
paspeweHue Ha omnpasky obcredosaHull (“/lobasneHue Hogbix obcredosaHull 8 cucmemy”).
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Kapma lone3oeamens

10.4. Ynpasnatb N0Nb30BaTENAMM

[anee npeacTaBneHa cBoAHaa Tabauua paspelleHuid, KoTopble MOXHO Has3HauMTb MO/b30BaTENIO, M
[eNCTBUIA, KOTOPbIE MOXHO MPMBA3ATb K KaXKAOMY Pa3peLleHnto U 418 KaxKa0n CTPaHMLLbl MPUAOKEHUS.
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OT06parKkaThb AaHHble NO 06Ce0BaAHNIO, 3aK/HOHEHMEe

P
— MO KOTOPOMY €LLe He BblAaHO
- MpocmoTpeTb 06CNeioBaHNE, MO KOTOPOMY Y¥Ke
- MNMEETCA 3aK/toYeHNe
MNEPEYEHDb . [la OTKpbITb PDF 06Cc1eA0BaHKA, MO KOTOPOMY yxKe
[aeT nonb3osarento OBC/TESOBAHUN NMEETCA 3aK/To4EHNE
AKTVBaLMA YTEHMA Pa3peLleHne TO/1bKO Ha Ob6cnenoBaHmne, KOTOPOE HeMb3A OTKPbITb, TaK
obcnenosaHuiA NPOCMOTP CTPaHNLLbI a KaK OHO Y>Ke OTKPbITO APYIMM MO1b30BaTeNIEM C
PEMCTPaUMOHHBIX «[lepeyeHb o6cne,£|,osaHm17|» M paspelleHnem Ha mea3aKkayYeHne namn
JAHHbBIX NaUpeHTa cTpanHmupl «Crmcok NpoBepKy
raLyienTos» CMNNCOK NALIMEHTOB Her [ocTtyn He pa3peLueH.
AOAMWHUCTPALUNA
CUCTEMD (CHM(EOK Het - [LocTtyn He pa3peLueH
MO/1b30BATE/TEM N CTTUCOK '
NOAPA3AENEHWN)
s BblAaTh 3aK/t04eHME Mo 06Ce10BaHNIO, 3aKt0HeHE
Mo3BonAeT NonbL30BaTeNto . MO KOTOPOMY ELLE HE BbIAAHO
ﬂ'oc'[yn u nepef/'n'm K CTpaHuLe OTO6pa3V|Tb yXXe nposepeHHoe O6C}'|e,£|,OBaHV|eM
dopmMmpoBaHue "MepeyeHb 0bceaoBaHMA" ¢ MEPEYEHD - MAW C COCTaBNEHHbIM MeA3aKkatoueHnem (M npwm
3aKNOYEeHUI MO BO3MOXHOCTbIO dopmmpoBaTs | OBC/IEAOBAHUN Ha - HeobxoAMMOCTH, ChHOPMMPOBaTb 3aK/toUYeHue B
0bcnesoBaHMAM OTYETbI MO 06C/IEA0BAHUAM U nepBbIfl pas UK CHoBa)
CORREI AR SO A & Ob6cnenoBaHMe, KOTOPOE HeNb3A OTKPbITh, TakK
KaK OHO Y»Ke OTKPbITO APYrMM NO/b30BaTe/IEM C
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| fepsn | Gume GEi

obcnenosaHnii u

obcnenoBaHNs NaumMeHTam

n [JocrynHas
pal 3peu1y o bYHKUMOHaIbHaA OnucaHwe GyHKUMOHA/IBHOM KHOMKM
KHOIMKa
paspeleHnem Ha Mea3akatoueHne nnm
NpoBepKy
OTKpblTb  PDF-oT4eT no obcnemoBaHuto, ANA
KOTOpOro y»e odopMIEHO 3aKItoveHne, YTobbl
(2 COXpaHWUTb €ro B KOMMbIOTEPE WM 3aBEPUTH
undpoBOM  noanucblo  (ecan  MpuaoOXKeHue
ECGWebApp nmeeT onuuto unudppoBoi noanmncnm)
CMNMUCOK NALMEHTOB Het - [JocTtyn He pa3pelLueH.
AOMWHNCTPALMA
CUCTEMBI (CMTMCOK
MOJIb30OBATE/IEM U Het - [JocTyn He paspelueH.
CMACOK
NOAPA3AENEHWI)
MEPEHEHD - Het - [Joctyn He paspelueH
[N03BOMAET MNOMB30BATENO OBC/IEAOBAHNN '
OTNPaBAATL 06CIEA0BAHMA HA
JobasneHne HoBbIX ECGWebApp (nonb3osates, CIVICOK NALIAEHTOB Her ) Hoctyn He paspelien.
obcnenosaHwin B [0/KeH BbITb 334aH Ha AOMUHUCTPALIA
cuctemy YCTPOWCTBE, KOTOPOE CUCTEMBbI (CTIMCOK
oTnpasnAeT obcneaosarmaA Ha | NO/IB3OBATE/EN M Het - [JocTyn He paspeLLeH.
ECGWebApp) CMNWCOK
NOAPA3AEIEHNIA)
M3meHeHwve n [Mo3BONAET NONL30BATENIO NEPEYEHD Pe1aKTMpOBaTh MCCeA0BaHWE - TOIbKO eC/IN 3TO
yOaneHve nepeHasHayaTb OBC/IELOBAHIN Ha M3meHUTb CBA33HO C pa3peLueHrem AKTUBALMA YTeHNS

obcnenoBaHni 1 perncTpaLmoHHbIX AaHHbIX MaLMEHTa
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| fepsn | Gume GEi

ocTyn [JocrynHas 5
paspeLuer bYHKUMOHaIbHaA OnucaHwe GyHKUMOHA/IBHOM KHOMKM
KHOMKa
PEMUCTPALNOHHBIX N U3MEHATb UX Co30aTb HOBOrO MaLMeHTa (OTKPbIBaEeT cTpaHuLy HoBbI
JaHHbIX MaUWeHToB pPerncTpaLoHHble AaHHbIE. Hosbiii NaUMeHT) — TO/IbKO eC/IM MMeeTCA pa3pellieHre JocTyn K
CMUCKY MaLWEHTOB
CMUCOK NALMEHTOB Ha 13MeHWTb AaHHbIe MaLeHTa (OTKPbIBAET CTpaHMLLY
VISMEHIATS M3MeHUTb PervcTpaLMOHHbIE AaHHbIE NaLMEHTa) —
TO/IbKO eC/1 MeeTcA pa3peLleHne JocTyn K CIUCKY
NauyieHTos
AOMWHUCTPALIMA
CUCTEMBbI (CMNMCOK
MOJIL30BATE/IEN U Het - [locTyn He pa3peLLeH.
CINCOK
NOAPA3LE/IEHNN)
MEPEYEHb
OBC/EAOBAHMIA [Ha i Ynanutb pesynbtatbl 06cnea0BaHUA
Ynanenue [aeT nonb3oBaTento v —
pesy/ibTaTos BO3MOMHOCTb YalATb CMUCOK NALUMEHTOB Oa i AA/INTE NALMERT ~ TONBKO ECAN COOTHECEHO ¢
obcnenoBaHuii U pesynbTaTbl 06cen0BaHNM ALIMARNCTPALINA paspeterem «LOCTyM K CMUCKY NaUMeHTOB»
PErucCTPaLlMOHHbIX | U PerucTpaLmMoOHHble CUCTEMBbI (CMIVICOK
LAHHbIX NAUMEHTOB | JaHHble NaLMeHTOB. NO/Ib3OBATE/IEM W Het - [ocTyn He paspeleH.
CMNCOK PA3ENIOB)
gquEl-gDB AU Het - LocTyn He pa3speLleH.
[1o3BONAET NO/IL30BATENHO EN
Joctyn c cnucky MOJYHUTb AOCTYM K CINCKY CMNCOK NALIMEHTOB [Ja - [MpOCMOTp CMCKa NALMEHTOB.
naLyeHToB NaLUMEHTOB W MPOCMOTPETb WX AIMVRVCTPALIA
JWHHbIE AiaHHbIE. CUCTEMDI (CHMQOK Het Bce [JocTtyn He paspeLueH.
MOJIb3OBATEJTEN U
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| fepsn | Gume GEi

n [JocrynHas
paﬂs:pe: Lu’ o bYHKUMOHaIbHaA OnucaHwe GyHKUMOHA/IBHOM KHOMKM
KHOIKa
CINCOK
NOAPA3LE/IEHNN)
MpoBepuTb pesynbTaTbl 06CNef0BaHMA, KOTOPbIE
Ve ellé He HblIM NPOBEPEHbI MM MO KOTOPbLIM He
HbI710 COCTABNEHO 3aK/I04EHNE
OT06pasunThb yKe NpoBepeHHble pe3yibTaTbl
obcnenoBaHmA (M Npu HEOHXOAMMOCTH
[ NPOBEPUTL UX ellle pas) nan oTobpasnTb
NEPEYEHD pe3ynbTaTbl 06CNEeN0BAHMA C yKe COCTaBAEHHbIM
[Mo3BONAET MO/Ib30BATENO OBC/IEIOBAHMM OA 3aKIH0YEHNEM B PEKMME KTOJIbKO A1A YTEHNAY
nepewTH B TOT pa3aen Pe3ynbTaTbl 06cneoBaHWE HENb3A OTKPbITb, TaK
MpoBepka CTpaHMUpl «MepedyeHb & KaK OHM Y}Ke OTKPbITbl APYrMM NOAb30BATENEM C
pes3y/bTaToB obcnenoBaHuiiy, rae paspelleHrem Ha COCTaBNEeHNE 3aK0UYEHNs UK
obcnenoBaHuii MOHO MPOBEPUTL NpOBeEpPKY
pe3ynbTaTbl 06c/e0BaHNM OTKpbITb PDF-daiin c pesynbrtatamm
N COXPaHUTb NUSMEHEHNA. (A obcnenoBaHMA, NO KOTOPbIM YXKe COCTaBNEHO
3aKo4eHne
CMNCOK NAUMEHTOB Het - [ocTyn He paspelweH.
AOMWHUCTPALINA
CUCTEMBI (CMTNCOK
NOMb30BATENEN M Het - [ocTyn He paspelleH.
CNUCOK PA3E/IOB)
Nossonsert nonb3osatento | MEPEHEHD
MeHemkep nepexoaTs K cepancaw | OBC/TELOBAHI Her - Hoctyn He paspelen.
obcnyuBanma ECGWebApp Withings, CMMCOK MALUMEHTOB Het - Hoctyn He paspelueH.
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| fepsn | Gume GEi

floctyn [JocrynHas
paspellien bYHKUMOHaIbHaA OnucaHwe GyHKUMOHA/IBHOM KHOMKM
KHOIKa
WebAppDashboard n AOMWHNCTPALNA
MMMNOPTY/3KCNOPTY AaHHbIX CVCTEMBI (C”MQOK
6e3 nocTyna K MOJ/Ib3OBATE/IEN U Het - [ocTtyn He pa3peLueH.
npunoxeHnto ECGWebApp. EBEE%AEHEHMM)
WebAppDashboard Ha Bce MOMHbIN AOCTYMN KO BCEM BYHKLIVAM.
Cepsuc ECGWebApp Oa Bce MoAHbIM AOCTYN KO BceM GYHKLMAM, Kpome
Withings [0CTyna K CNUCKY nauneHTOoB.
MMMNOPT/3KCIMOPT fa Bee BO3MOXHOCTb  3KCMOPTUPOBATb/MMMNOPTUPOBATH
OAHHbIX 0asy AaHHbIX 0bcnenoBaHUN
AoMUHUCTpaUNA [Mo3BONAET MO/Ib30BATENO MEPEYEHb Het - [ocTyn He pa3pelleH.
CUCTEMBI ynpaBAATb APYTMMU OBC/ELOBAHUI
fonie30BaTENAMN 1 CMNCOK MALMEHTOB Het - [ocTyn He paspeleH.
paszesaMu CUCTEMBI.
Mossonaer nonbsosatenio | AQMUHUCTPALIMA Na Bce MoAHbIN AOCTYN KO BCEM GYHKLMAM.
yNPas/IATL CEpPBACOM CMUCTEMbl  (CMMUCOK
ECGWebApp Withings. I'IO/'Ib3OBATE/'II(El71 "
CNUCOK PA3AENOB)
Cepsuc ECGWebApp [a Bce MOAHbBIA  AOCTYN KO BCEM QYHKUMAM, Kpome
Withings O0CTyna K CNUCKY NauMeHTOoB.
AKTUBALMA 3aKNOHAETCA B MPMBA3KE KOZA CCbITKM
[N03BOMAET MNO/B30BATENO o
SNEKTPOHHaA No/b30BaTeNsA (reHepUpPyemMOoro CUCTEMON CO3aHMA
MOAMNMCHIBATb 3aK/IKOHEHNA B - - - .
noanmucb o noanucei) K nonto «Koa, noanucaBLLIEro AnLE» B
umdpoBoi hopme

«AELMMHVICTpMpOBE]HVIVI NO/Ib30BaTE/IA».
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10.4.2. Co3patb HOBOro nNosb3oBartens

YT106bI CO34aTb HOBOrO MO/Ib30BATE/NA N COXPAHUTL €ro B apxmB, HeobxoaMmo BbibpaTb Knasuwy HoBbIn Ha
cTpaHuLe Cnucok Monb3oBaTtenei.
MOXHO BBECTM ceaytolme AMYHble AaHHble:
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Monb3osaTens (06A3aTeNbHO) - UMA, C KOTOPbIM MNoMb3oBaTent BxoauT B8 ECGWebApp Holter /
ECGWebApp ABPM.

Maponb (obasateneH, 6YKBEHHO-LUMDPOBOM, KaK MUHUMYM 6 CMMBOJIOB, M3 KOTOPbIX KaK MUHUMYM
O/lHa CTpo4Han byksa) - Napo/b, C NOMOLLI KOTOPOro Nnoab3osaTenb 8xoaunt 8 ECGWebApp Holter /
ECGWebApp ABPM.

MNoaTeepaeHWe naponn (oba3aTeNbHO) - 418 NPOBEPKM NPABUABHOCTU BBOAA NApPONA.
Mma (06A3aTeNIbHO) - IMYHbIE AaHHbIE NO/b30BaTENS

®amunua (06a3aTenbHO) - AMYHbIE AaHHbIE NO/b30BATENA

Email (06s3aTeneH) — 3n1eKTPOHHbIN agpec Nosb3oBaTens

Koa, nognucaBllero AMua — ycTaHaBAMBAETCA C NPUBA3aHHbIM K NMOb30BaTENO UAEHTUPUKATOPOM,
€C/IN OH A0/1XKeH ObITb BK/IOYEH 418 LMDPOBOM NOANMMUCH.

lMpumeyaHue: 0178 npocmasneHua 37eKMPOHHOU noodnucu ¢ nomouweto mexaHuama Namirial
ucnosne3ylime cnedyroujee coenaweHue 018 conocmasseHusa koda c idOtp npunoxceHus Namirial:

0 "xxx": ima nonvzosamens Namirial: "xxx" coomeemcmeyem idOtp: -1
0 "xxx/0": Uma nonv3zosamensa Namirial: "xxx" coomeemcmesyem idOtp: O

0 "xxx/1": Ima nonv3zosamens Namirial: "xxx" coomeemcmayem idOtp: 1

Koa Mailbox — 6ykBeHHO-UMPPOBOM KoAd, naeHTUOMUMpyowmnin Mailbox, KoTopbli HeobxoamMmo
yCTaHOBMTb/CO3a4aTb A4 MOAb3oBaTens. [lpu cosgaHum Hosoro Mailbox TpebyeTca TosbKO
COOTBETCTBYHOLWMI UMOPOBOM KOA, T.K. HazBaHMe Mailbox DyaeT coctaBneHo M3 UMeHU U damunmu.
Mpu co34aHMM NOABMTCA BCM/bIBAtOLLEE OKHO NOATBEPHKAEHUA:

M30bparkeHne — MPUCBOEHO K WMEHM MOAKJIOYEHHOrO MO/Mb30BaTeNA K  COCTaBAEHMIO
Mef3ak/odeHnsa, Tonbko ans ECGWebApp ¢ dyHKkumen Holter. M3obparkeHne nossnserca B
3aK/OYEHMM PALOM C MMEHEM Bpaya, BbIAAIOWEro 3akatodeHue. M3obparkeHne A0MKHO ObiTb B
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dopmarte bitmap, bonee nogpobHana MHPopmaLma npuBoaAnTca B CnpaBoYHMKe A58 AAMUHUCTPATOPa
Cardioline ECGWebApp.

MNpumeyYaHuna - AOMONHUTENbHAs MHOOPMaLMsA, Kacatollaaca noab3osaTens. Ecnv nosnb3osaTtesnb
ABNAETCS NO/Ib30BaTE/IEM OTYeTa, Ha dTane co3haHusA OT4EeTOB MHPopMaLMsa A06ABAAETCA K MMEHU
nonb3osaTens 8 PDF n B HeobpaboTaHHOM 3K3ameHe IKI. C ECGWebApp Holter / ECGWebApp ABPM
¢ dyHKUmen «Xontep» (Holter) nobasnsaeTcs cTpoka Noa MMeHem Bpada.

O6beKTbl — CMUCOK 0OBEKTOB, BMAMMBIX NM0OAb30BATENO. MOKHO BbIAENATb U OTMEHATL BblAgNeHne
0HOr0, HECKO/IbKMX UK BCEX OOBEKTOB. B nmocneaHem cC/iy4ae MOMKHO MOMETUTb Moae pAaoM C
onucaHnem «HaseaHwe» ANA BblAENEHMA BCEX OOBEKTOB C y4eTOM NPUMeEHAeMoro ouabTpa (Bcex,
ecnn GUNbTP He YCTaHOBNEH).

MOKHO HacTPOWUTb NPeABapUTENbHOE BbIAENEHWE WAW MPEABAPUTENbHYIO OTMEHY BblAENEeHMS
obbekToB (cm. nap. 10.4.6).

TaKk¥e MOXHO Bbl6paTb pa3pelweHnAa, KoTopble 6\/LI,VT npeaocrtaB/ieHbl NMNOJ/1Ib30BATE/1IH0, KaK OMMCAaHO B Map.

10.4.5.

HoBoro

No/1Ib30BaTe 11 MOXHO COXPAaHUTb MW HET, BbIOpaB Z1Be KNaBULWIN BHM3Y Crpasa:
Hasaf: oTmeHseT u3meHeHune, 1 AaHHble He 0OHOBAAIOTCS;

O6HOBUTL: noarsepXaaet nameHeHMe, K HOBble AaHHble COXPaHAKOTCA.

CmpaHuya CozdaHue Ho8020 nonb3osamens

MPUMEYAHUE. Hosozo nosb3zosamesns MOXHO c030aMb, MOsIbKO eC/U ewe He 00CMu2Hymo MAaKCUMAasibHOe
Kosu4ecmeo nosb3osamerseli, npedycmompeHHoe 0718 ycmaHosneHHoU KoHguaypauuu. Ecau makcumasnsHoe
Kosu4ecmeo yxe docmuz2Hymo, mo Heobxo0umo yoasume 00HO20 N0ab308aMessd, npexde Yem co30asame

HOB8020.
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10.4.3. U3ameHUTb AaHHbIE NONb30BaTeNA

Ecnu BbIOpaTh KHOMKY M3MEHUTL B KapTe N0/1b30BaTe/s, MOXKHO M3MEHUTb IMYHbIE AaHHbIe N0/b30BaTeNs:
= JIMA - INYHblE AaHHble N0Nb30BaTeNA
= DamMuAKA - TMYHbIE AaHHbIE NOMb30BaTENS
= Email

= [laposb (ByKBEHHO-UMPPOBOM, KAK MUHUMYM 6 CUMBOJ/IOB, N3 KOTOPbIX KAaK MUHMMYM OZlHA CTPOYHas
6yKBa)

= [IpumevaHua

HoBble AaHHble MOXXHO COXPAHUTbL MW HET, Bbl6paB ABe KN1aBulWK BHN3Y CMNpaBa:
- Hasag: oTMeHAET n3MeHeHne, U faHHble He O6HOB}'IHI-OTCH,'

=  O6HOBMTL: noareepxaaet usSMmeHeHne, N HoBble AaHHblE COXPaHAKOTCA.

CmpaHuya U3ameHums lone3osamens

10.4.4. U3ameHUTb Naponb Nonb3oBaTens

YT0ObI UI3MEHUTb COBCTBEHHbIM MNAPO/Ib, MOXKHO AEMNCTBOBATDL, Kak onuncaHo 8 nap. 10.4.3 nan, 4to elle npoLye,
HaskaTb Ha WMKOHKY “Mosib3oBaTenb”, MMeloLLylocs cneBa BBepxy BO Bcex okHax ECGWebApp Holter /
ECGWebApp ABPM, Kak NoKa3aHo Ha pUCyHKe.
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g | Webapp
A Admin
Admin

M3MeHUTb napons

Napents

Mccnea,

WIKOHKa nons3osamerns
MpY HaXKaTM Ha MKOHKY MOXHO 0TOHPa3nTb CBOE MMSA NMOMb30BaTeNs, a NPU HaXKaTUK Ha M3MeHUTb Napo/b
MOYKHO NepenTn B pasaen M3MeHeHna Napos, NoKasaHHbIM Ha caeayoleM PUCyHKe.
YT100bI N3MEHWTb NAPO/Ib, HEODBXOAMMO ABaXKAbl HAOPATb NAPO/b M HaXKaTb Ha KHoMKy MoaTeepAnTs. Ecnm ke
He TpebyeTcs COXPaHUTb M3MEHEHUS, TO JOCTaTOYHO 3aKPbITb OKHO MPKX MOMOLLM KHOMKK X BBEPXY CrpaBsa.

Pa30esn 0517 u3meHeHUA hapona

10.4.5. U3ameHUTb cOCTOAHUE U pa3pelleHUns Nosb3oBaTensa

PaspelueHuna, npeaoctaBaeHHble KOHKPETHOMY MOAb30BaTENtO, COOTBETCTBYIOT AYEMKAM C rajloukoi B ero
KapTe. 1A M3MeHeHWs paspelleHnit 0AHOro no/ab3oBaTeNA AO0CTAaTOMHO OTKPbITb €ro KapTy M CHATb WAM
MOCTaBMTb ra/IoyKy B HYXKHOW AYeiKe.

[na oTKNYeHUA NoAb3oBaTeNd, YTobbl 3anpeTnts emy goctyn 8 ECGWebApp Holter / ECGWebApp ABPM, He
y/anaa ero U3 apxmsa Nosb3oBaTesiei, 40CTaTo4HO nepesectu Knasuwwy BK//BbIK/1 Ha BbIK/. s aktnsaumu,
HaobopOT, NepeBecTn KnasuLly Ha BK/I.

YT0Obl COXPaHWUTb BbIMOAHEHHbIE M3MEHEHUA paspelleHnin U/MAnM CoCTOSHUA NoNb3oBaTens, Heobxoaumo
Ha*kaTb Ha KnaBuwwy OBHOBUTD.

MPUMEYAHUE: [Nons3osament ¢ paspeweHuem AOMUHUCMPAUUU CUCMeEMbI He Moxcem yoanums 3mo
paspewieHue co ceoez20 nosvzosamernd. Adelika "AdmuHucmpauyusa cucmemel” 6ydem goibpaHa, Ho He bydem
aKmueHoUl 8 coomeemcmauu co C8BOUM NOs1b308aMeEsIEM.

MPUMEYAHUE. B cnyyae KoHgu2ypayuu ¢ 00HUM MOsbKO NoAb308aMesnemM, 3mom noss3osamess 001 eH
umems paspeweHue Ha omnpasky obcaedosaruli (“flobasneHue Hosbix 0bcnedosaruli 8 cucmemy”).

10.4.6. UameHUTb NoapasaeneHun, Buagumble nosb3oBartesiem

MOKHO OrpaHNYNTL AOCTYN NOAb30BaTeNelN K 06CAeA0BaHNAM, aKTUBUPYA NOoAPa3AeNeHMA, KOTOPblIe MOXKET
BMAETb KaXKabli M3 NOMb30BaTeNeit. Tak Nob30BaTe b, UMEIOLLMUIA pa3peLleHne Ha AOCTyN K 06cienoBaHMAM
(A1 NpoOYTEHMS UM COCTaBAEHMA 3aK0UYEHWI), MOMKET BUAETb TO/IbKO 06C1eA0BaHMA aKTUBMPOBAHHbIX /15
ero npoduns noapasaeneHnin. Takum obpasom Ha nepedyHe obcaenoBaHUn byaeT NpUmeHaTLCA GUAbTP.
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YT100bl aKTMBMPOBATL NOAPA3AENEHNA, 4OCTATOYHO HaXKaTb Ha KHOMKY MNoApasaeneHua B KapTe Noib3oBaTens
M NOCTaBWUTb rasIouKM B COOTBETCTBYIOLWMX fYeiKax. YTobbl akTMBMPOBaTb 0H6BEKTbI, JOCTAaTOYHO HaXKaTb Ha
KHOMKy «O6beKTbl» B KapTe MO/b30BaTeNs M MOCTAaBUTb rafiovykM B MOJAX COOTBETCTBYHOLIMX OOBEKTOB.
MOMMMO  BblAENEeHUA OAHOTO/HECKONIbKMX OOBEKTOB, MOMHO WCMNOAb30BaTb (GYHKUMIO «BblAennTb
Bce/OTMEHUTL BblAeNeHUe». B 3TOM cydae BblaeneHne NPpUMEHSEeTCa Ko Bcem 06bekTam, OTOUAbTPOBAHHBIM
Npu Noucke. Bce OHM yYUTbIBAOTCA, ECN HE MPUMEHAETCA HW OAWMH GUABLTP.

YT10Obl COXPaHWTb BbIMONHEHHbIE W3MEHEHWMA aKTUBMPOBAHHbLIX 1A MOAb30BaTeNA MNOAPA3AENEHUN,
HeobXoAMMO HaxKaTb Ha Knasuwy OBHOBUTD.

MPUMEYAHUE. KHonka [loOpa3deneHua U CcOOMBEMCMBEHHO B03MOMCHOCMb U3MeHUMb 8udUMbIe
nose3osamesiem nodpaszdeneHus, 00CMyNHA MOsAbKO npu ycao8uu, Ymo 6bi10 co30aHO 6onee 00HO20
nodpasdesneHus. B npomusHoMm crydae KHonka He bydem omobpaxameca u eduHcmeeHHoe nodpasdesneHue
bydem sudHo s8cem nosav3osamenam. C NOMOWbIO pAAHKA PAOOM C yCmpolicmeom MOXHO 8bl6UpaMb Usu
ommeHsAmMeb 8blbop scex ycmpolicms.

Kapma lNodkntoveHus nodpasdeneHuli

10.4.7. U3ameHeHMe Ha3HAYeHHOoro nosb3osartento Mailbox

MoOXHO AaTb NpaBo JAOCTyna K MeA3akayeHuam no obcnegoBaHUMsAM TONbKO MOAb30BaTeNAM C
COOTBETCTBYHOLMMM NPaBaMn, BbIAENNB MM crieumanbHbii Mailbox.

Y Kax[0ro nonib30BaTens MOMXKeT ObiTb TOAbKO oAnH Mailbox, 4oCTyn K KOTOPOMY MOMKHO OTKPbITb Cpasy
HECKO/IbKMM MO/1Ib30BaTe/IAM.
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TakMm 06pa3om, COCTaBAAIOWMIN Mea3aKNtoueHMEe NOIb30BaTElb MOXKET MPOCMaTPMBaTb PEe3y/bTaThl BCEX
obcnenoBaHn, HO MOXKET COCTaBAATb MeA3aKoueHme 1 NoANUCLIBaTb Pe3y/ibTaTbl TO/IbKO 0b6Caea0BaHUN,
COOTHECEHHbIX C €r0 NMOYTOBbIM AWMKOM, MO0 HE COOTHECEHHbIX HM C OAHWM MOYTOBbLIM ALLMKOM.

YT106bI HacTpouTb Mailbox, npocTo HaxmmTe KHoMKy «Mailbox» B yueTHOI KapTe Nnonb3oBaTens n Bbibepute
HY»XHbIn Mailbox.

YT06bl COXPaHUTb BbIMNOJHEHHbIE M3MEHEHMS, OTHOCALLMECA K AaHHOMY MO/b30BaTe/o, CAeAyeT HaMaTb
KHOMKY « OBHOBUTLY.

Bud «Mailbox»

MPUMEYAHUE: kHonka «Mailbox» u, cnedosamesnbHO, 803MOXHOCMb Ha3HayeHus Mailbox nosnbzosamerto
docmynHa mMosbKo 8 MOM Cy4Yae, ecriu 8 HACMpPoUKax akmueuposaHa yHKyus «Mailbox» (cm. nap. 10.10.1).

10.4.8. Ypanutb nonb3oBaTtensa

Mpwv BbIbOpe KHOMKM YAaNUTb M3 KapTbl MO1b30BaTENA MOXKHO YAaUTb NOMb30BaTENS.
BcnabiBatollee OKHO 3aMpoCUT NOATBEPKAEHMSA BbIMOHAEMON OnepaLmm:

= OTMEHWTb: OTMEHAET AeNCTBME, U NOb30BaTE/b HE YAaNSEeTCA.

= YAanuTb: NOATBEPHKAAET AEUCTBUE 1 yaaNaeT No/b30BaTens.

MPUMEYAHUE: onepayus yoaneHuAa aensemca Heobpamumod. locne ydaneHus nosb308amesnsa e2o ywe Heslb3A
sgoccmaHosums. Ymobbi 3anpemume nosbsosamerto docmyn 8 ECGWebApp Holter / ECGWebApp ABPM, ez2o He
0b6530MesnbHO yoasAams, 00CMAMOYHO NPOCMO OMK/IOYUMb €20, KaK onucaHo 8 nap. 10.4.5.

10.5. CnucoK nogpasgeneHumn

CnucoK noapasaeneHunin coaepKMT CNMCOK BCEX NOAPA3Ae/eHNI, COXpaHeHHbIX B 6a3e AaHHbIx ECGWebApp
Holter / ECGWebApp ABPM B Buae Tabnuupi.
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Cmpa+uya Cnucok nodpasdeneHuli

MNoa noapasaeneHnem NoHMMaeTcs CyobeKT (oTaeneHne, ambynaTopuin U Np.), KOTOPbIM onpeaenseT, OTKyaa
6bi10 HanpasneHo obcnesoBaHne B ECGWebApp Holter / ECGWebApp ABPM. Koa noapasaeneHus
cootBetcTByeT MK OTaeneHua, 3a4aHHOMY B OTNPaBAAIOLLEM YCTPONCTBE.

B cnyyae ecnn obcnenoBaHMioo He Ha3HaveH HuKakon MK OtaeneHua Uam HasHadeH HeaencTBuTenbHbln UK
OtaeneHusa (Hanpumep, WK OToeneHus, KOTOPbIM HE COOTBETCTBYET HMKAKOMY MoApasfdeneHuto us
coxpaHeHHbix B ECGWebApp Holter / ECGWebApp ABPM), obcnenosaHmne aBToOMaTUYECKM NPUBA3bIBAETCA
noApasaeneHunto No yMoa4aHuo, KOTOpoe, eC/IM He YCTaHOB/IEHO MHOE, COOTBETCTBYET NEPBOMY CO3AaHHOMY
nogpasaeneHuto (cm. nap. 10.6).

[na Kaxaoro noapasaeneHuns yKkasaHbl cieaytolne nons:

=  |lndpoBoi Kopa - YHMKaNAbHbIN UMDPOBON MAEHTUDUKALMOHHLIA KOA, 32 KOTOPbIM C/ieflyeT npusHak
"no ymonuanutio".

= /ImA - onucaHue noapasaeneHusn

= Knacc - CTpOKa, KoTopas onpeaenseT KAacc, K KOTOPOMY MPUHAANEXWUT noapasaesneHune (4Tobbl
CrpynnMpoBaTb pasanyHble nogpasaeneHns B O4MH Knacc)

rocneaHAna KOMOHKA COAEPMKMT WMKOHKM, COOTBETCTBYIOLIME AEUCTBUAM, KOTOPblE MOXHO BbIMOMHWTL B
KaskI0M NoapasaeneHunm:

= N3meHuTsb ( £ ): AN U3MEHEHUS AaHHbIX, OTHOCALLMXCA K noapasaeneHuto (cm. nap. 10.6.2).

]
= [osnb3oBaTenu (%): ONA  aKTMBaLMW WMAM  Oe3aKTMBaLMM MO/Nb30BaTeNei, COOTBETCTBYHOLLMX
noapasaeneHuto (cm. nap. 10.6.3).

= Yaanutb (lﬁ:l ): Ans yoaneHus nogpasaenexHua (cm. nap. 10.6.4).
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Onumm OTO6pa)KEHMﬂ N MNOUCKa

MOXHO ynopaao4nTb NoApasaeeHnsa B 3aBUCUMOCTU OT Pas3MYHbIX NOAEN B BOCXOAALLEM M HUCXOAALLEM
nopAAKe, KAMKHYB Ha 3Ha4YKe OTAE/IbHbIX KOIOHOK.

TaK¥Ke MOMKHO BbINONHWTL NMOUCK CPeaym BCEX COXPAHEHHbIX NOAPA3AeNEHNIA, UCNONb3YA NOse NOWCKA, AOCTYMHOE HaJ,
CNCKOM NoapasaeneHnin. Ecam eeectv cnoso B none Mouck, ECGWebApp Holter / ECGWebApp ABPM aBTOMaTM4ECKM
BbIAACT BCE NOAPA3AE/NEHMA, KOTOPbIE COAEPIKAT 3TO C/I0BO B NOAAX C LMDPOBLIM KOAOM, Ha3BaHMEM M/ KNaCCOM.
MOWCK HAYHETCA aBTOMATUYECKM, KaK TO/IbKO Bbl HAaYHETE BBOAMTbL TEKCT B Mosie. TakMm 06pa3om, MOXKHO MCKaTb U
HenoJiHble C/10Ba AW OTAE/bHbIE CUMBO/IbI.

10.6. YnpaBnaTtb nogpasgeneHnamm

YT106bI CO30aTb HOBOE MO/APA3AELNEHMNE M COXPAHUTL €70 B apxmnB, Heobxoanmo BbIbpaTb Knasuwy Hosoe Ha
cTpaHuLe Cnucok NoapasaeneHui.
Mo»KHO BBECTW Ciedytolime AaHHble:

=  |lndpoBol Koz (06A3aTENbHO) - YHUKANbHbINM UASHTUPUKALMOHHBIM LMPPOBOMN Koa noapasaeseHmsn
(makcumanbHoe ycTaHaBMBaemoe 3HadeHune 65000)

= M5 (06s3aTenbHO) - Ha3BaHWe NoapasaesieHma

= Knacc - CTpoka, KoTopasi onpeaenseT KAacc, K KOTOPoMy MpUHaANeXWUT nogapasaeneHue (4tobbl
CTpynnMpoBaTh pas3inNyHble NoApasaeneHnsa B OAMH Knacc)

= [logK/loYeHHble MOMb30BATENM - CMIMCOK MO/b30BaTENel C NoAeM ANA YCTaHOBKM daaKa, 4Tobbl
BbIOpaTb NONbL30BaTEIEN, KOTOPbIM BUAEH 3TOT B/10K.

MOJKHO BblAEAUTL/OTMEHUTL BblAe/NeHWe M0/1b30BaTe el Ha 3Tane COo34aHWsA OAHOTMO WMAM HECKObKMX
06bEKTOB, a TaKKe BblAENTb BCe/OTMEHUTL BblAEEHUE, MOMETUB NoJe «[10/1b30BaTe/IbY.

®yHKUMA «BblaennTts Bce/OTMEHUTL BblAe/I@HNE» OTHOCUTCA K BblAeNeHMIo Npu duabTpaummn. Ecam dunbTp He
ncnonbayeTcs, GYHKLUMA PacnpoCTpaHAeTCA Ha BCEX MO/Ib30BaTEeN.

HoBoe noapasgeneHne MOXHO COXpPaHUTb NN HET, Bbl6paB ABe KnaBunn BHN3Y CrnpaBsa:

=  Hasaf: oTMeHseT U3MeHeHWe, U JaHHble He 0OHOBAADTCSA;

= OOHOBWTb: NOATBEPKAAET U3MEHEHME, U HOBbIE JaHHbIE COXPAHAIOTCA.
Ona  Kaaoro o06beKkTa MOMHO  BK/IOYaTh/OTKAKOYATL  AO0CTYN  OTAE/bHbIX M0/Jb30BaTesnen nyTem
BblAeNeHNA/OTMEHbI BblAeNEHUS N0, COOTBETCTBYIOLWErO KasKA0My NOb30BaTE/NIO B CMUCKE.

[Tone nowcka nossondaer OTCbl/I}'IprOBaTb CMNUCOK nonb3oBaTenel. B Hero BBOAATCA Te AdaHHble, KOTOpPble
HEO6XO,£I,I/IMO HaTK cpean AaHHbIX MO/1Ib30BaTENA.

MPUMEYAHMUE: [Nepsoe co3zdaHHOe nodpazdesieHue asmomMamuyecku CmaHOB8UMCA NnoopaszodesneHuem no
YMOMYAHUIO.
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CmpaHuya Co3daHue Ho8020 nodpaszdeneHus

10.6.2. UameHUTb NOApa3geneHme

Mpu BbibOpe Knasuwmn WM3MEHUTb (cb) B CTPOKe, COOTBETCTBylOUWEN noapasgeneHnio B8 Crincke
noApasaeneHuin MOXHO U3MEHUTb JaHHble CaMOro NoApasaeeHns:

= mA

= Knacc

u 1o ymonyaHuto - A4enka ana BbI60pa, KOTOpaA onpeaenaeT nogpasaeneHme no ymoa4aHmto

HoBble AaHHble MOXXHO COXPAaHUTb U HET, Bbl6paB ABe Knasuwn BHMN3Y CnpaBsa:
" Hasag: oTMeHAET 3MeHeHne, U AaHHble He O6HOB}'IFII-OTCFI,'

=  O6HOBUTL: noarBepXaaetT uIsSMmeHeHne, N HoBble AiaHHblE COXPaHAKOTCA.
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CmpaHuya NsmereHue nodpaszoeneruli

10.6.3. U3ameHeHMe nonb3oBaTenei, NPUCBOEHHbIX NOAPa3Ae/IEHUIO

V3meHeHue nose3osamenel, NPUCBOEHHbIX NOOPa3deneHuIo

YT10Bbl M3MEHWUTHL MO/b30BaTENEN, MPUCBOEHHbIX NOAPAa3AeNeHno, HeobXOAMMO HaKaTb Ha KHOMKY

Monb3oBaTenu (ﬁ) B CTPOKeE, COOTBETCTBYIOLLEN NoapasaeneHmto 8 CNMCKe NoapasaeneHnin. 3aTem MOKHO

67




ECGWebApp Holter - ECGWebApp ABPM
10. ADMUHUCTPALMA CUCTEMBbI

aKTMBNPOBATb NN Oe3aKTUBMPOBATb MPUCBOEHHbIX ﬂOﬂb3OBaT6ﬂeVI, NPOCTaBAAA OTMETKU NN y6V|paﬂ NX B
NosAX, COOTBETCTBYOLWMX KaXX40MY NMOJ/1b30BaTE/HO.

MOMHO MCNONBb30BaTb KHOMKY «BblaenuTb Bce/OTMEHUTL BblAENEHNEY, YTOObI BbIAE/NINTL BCEX NMO/1b30BaTENEN
B COOTBETCTBMM C MOMCKOBbLIM 3aNPOCOM. EC/ dUABLTP NOMCKA HEe UCMOIb3YEeTCA, BbIDOP MPUMEHAETCS KO BCEM
No/b30BaTeNAM.

M3MeHEeHNA MOXHO COXPaHUTb HaXKaTUeM KHOMKMN COXpaHVITb.

10.6.4. Ypanutb noapasgeneHuve

Mpw BbIOOPE KHOMKKM YaAanuTe (ﬂl) B CTPOKe, COOTBETCTBYtOWEN Noapa3saeneHunto B CNncke noapasaeneHui
MOXHO YAanuTb noApasaeneHne, npu yCaoBUKM, YTO 3TO He noapasaeneHme no YMOAYaHUIO U YTO OHO He
MMEET CBA3aHHbIX C HUM 0bCceg0BaHUN.

BcnabiBatollee OKHO 3aMpoCUT NOATBEPKAEHMSA BbIMOIHAEMOK OnepaLmm:

= OTMEHWTL: OTMEHAET AeNCTBME, U NoApa3ae/ieHne He YAaNaeTCa.

= YAanuTb: NoATBEpPKAAET AEUCTBUE U yaandeT noapasneneHue.

MNPUMEYAHUE: Heso3moxcHO yoasnume nodpa3odesieHue, K Komopomy npussa3aHsl 06Ccnedo8aHUA, MAK#e KaK
He8o3MOoXHO npusa3ame 0bc1edo8aHuUA K Opy2omy noopazoeneHuro.

MNPUMEYAHUE: Ymobsi ydanume nodpazdesneHue no ymoayaHuto, Heobxooumo npusazame ceolicmea "no
ymonyaHuro" k Opyeomy noopasdesneHuto, neped mem KaKk yoasasme e20.

10.7. NepeuyeHb Nnpubopos

MepeueHb NpubopoB BKItOYAET BCe MPMOOPLI, KOTOPble OTNPaBMAM 06CNEA0BaHMA Ha MPUIONKEHWE, OH
COCTaB/IeH B BMAE TabAMLbI.
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CmpaHuya lMNepeveHs npubopos

MepeuyeHb NPMHOPOB NOMOAHAETCA aBTOMATUYECKM NPK NOAYYEeHUM odepeaHoro obcaenoBaHmna. Kaxkabii pas
npu NoayYeHnn obcnenoBaHWA MPUAOKEHWE NPoBepsaeT, C Kakoro npubopa oHO 6blNo OTnpasaeHo (Ha
OCHOBaHMM CEPUIMHOro Homepa) 1, ecan Nprbop elle He BKAOYEH B nepeyeHb, 4obaBaaeT ero.

[lns Kaxaoro npubopa yKkasaHbl creaytolime nons:

CepuiiHbIN HOMep: cepuiiHbI Homep Npubopa (0AHO3HAYHbIN).
ID: ID npmbopa, yCTaHOBAEHHbIM Ha OTMpaBaatolem npubope (pakynbTaTnBHAA GYHKLMA).

MNoapasfeneHue: CTPoKa, WAEHTUOUUMPYIOLLAA noApasdeneHue, KOTOPOMY  MPUHAANEKUT
oTnpasaAlWmMiA Npubop Ha OCHOBAHMM YCTAaHOBNEHHOrO Ha Hem WAEHTUOUKALMOHHOMO HoMepa
oTaeneHus (bakynbtatuBHaa GyHKUMA). Ecam coBnagatoT MAEHTUOUKALMOHHbLIA HOMEP OTAeNeHus,
YCTaHOB/EHHbI Ha Npubope, U NAEHTUOUKALMOHHbLI HOMEP OTAEeNEHMA OAHOro M3 NoApPasAeNeHUl,
COXpaHEeHHbIX B ba3e AaHHbIX, TO OTODPaKeHHaA CTPOKa NOKa3biBaET Ha3BaHMe NoapasaeneHus, a B
MPOTMBHOM C/yd4ae MoKasbiBaeT B CKOOKax MAESHTUPUKALMOHHbLIN HOMep oTAeneHusa (Hanpumep,
“(99)”, ecnam 99 - 3TO  WAEHTUOUKALMOHHbLIA HOMEP OTAEeNEeHUs, YCTAHOBAEHHbIM Ha
aneKTpoKkapanorpade).

Kak yKasaHo, MAeHTUOMKAUMOHHBIN HOMep W noapa3feneHne 0oTobpaxKatoTcsa, TONbKO ecan bHbina
npuobpeTeHa onuma “otobparkeHne NoAPoOHHLIX AaHHbIX TPUOOPOB”.

MNocneaHAn KONOHKA COAEPMMT WMKOHKM, COOTBETCTBYIOLIME AENCTBUAM, KOTOPbIE MOMHO BbIMOAHUTL B
KaX4oM NnoApasaeneHunn:

= Yaanutb (m): ansa yaanexwmsa npubopa (cm. nap. 10.7.1).
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MaKcrMManbHOoe KONMYecTBO NPMHOPOB, KOTOPbIE MOTYT OTNPaBAATL 0OCNe10BaHNA Ha NPUIOKEHWE, 3aBUCUT
OT npuobpeTeHHOn KoHoburypaumm. Mo OOCTUKEHUM MaKCMMasbHOrO Koam4vecTBa NpubOpOB, KOTOpble
oTnpasuAM 0bcaenoBaHuaA, NoasBaseTcs cooblieHme “AoCTUIHYTO MaKCUMaibHOE KOAMYecTBo Npnbopos” (Kak
MOKa3aHo Ha PUCYHKEe) U MPUNOXKEHWE HE MOXKeT Bosblie NPpMHMMaTb 0bCAel0BaHUA C HOBbLIX NPUHBOPOSB,
OT/IMYHbIX OT BK/THOYEHHbIX B MepeyeHsb.

Ecnm HeobxoaMmo nosy4mTb 06CNenoBaHMA C HOBbIX MM AONOAHUTENbHBIX MPUOOPOB, caeayeT yaaauTb 13
nepeyHs oauH n3 npmbopos (cm. nap. 10.7.1) unam npnobpectn oOHOBAEHME NPUNOKEHUA C YBEANYEHHBIM
MaKCKMMasibHbIM KO/IMYECTBOM OTMPABAAIOLLMX NPUHOPOB.

! il Lista dei dispositivi | A Raggiunto it massimo numero i dipositvi CARDIOLINE

Esci

Numero seriale Identificativo Unita Azioni
01521503 101 Laboratorio Analisi o
DEMO 0 Test Cardioline

05151504 11535 Pediatria

B 8 8

01521502 1m Pediatria

o [+ knA

JlocmuaHymo MaKcuMarsibHoe Kosu4ecmaso npu6op06

Onunu OTO6pa)'KeHVIFI N NOUCKa

MOXHO ynopasoumTb I'Ipl/l60pb| B 3aBUCMMOCTWM OT Pa3/IMYHbIX nonemn B BOCXoaAlEeM N HUCXo4Aalem nopAaaKe,
KIMKHYB MO 3HA4YKYy B OTAE/IbHbIX KOJTOHKAX.

TaKkyKe MOXHO BbIMOJHUTb MOUCK Cpean BCeEX COXPaHEeHHbIX I'Ipl/160pOB, MCNosib3yAa Nnojie NoncKa, A0CTynHoe
Had CNCKOM HpM60pOB. Ecan BBecTtn cnoso B none louck, To npnnoxXeHne aBTomMaTn4eCKM BblAaCT BCe
I'Ipl/|60pb|, KOTOpPble codepaT 3TO C/I0BO B MOAAX C cepMVleu\/\ HOMEPOM, MAEHTMd)VIKaLI,MOHHbIM HOMepOom
l/I/l/U'Il/l nogpasaeneHnem. Nonck HavyHeTCA aBTOMATMYECKM, KaK TOJIbKO Bbl Ha4YHETe BBOLWTb TEKCT B MoJie.
Taknum O6p830N\, MOXHO MCKATb M HEMO/IHbIE C/10Ba M1 OTAE/IbHble CUMBOJ1bI.

10.7.1. Yaanutb npubop

MOMKHO yaannTb NpMbop HaxKaTUeM KHOMKM YaanuThb ( ﬂf) Ha CTPOKe, COOTBETCTBYIOLLEN OAHOMY M3 NP1bBopPOB
B8 MepeyHe npnbopos.
BcnsibiBatolee OKHO 3aMpOCUT NOATBEPKAEHMS BbINOAHAEMOMN onepaLuun:

= OTMEHUTb: OTMeHSAET ,D,EVICTBVIG, n an6op He yaanAaeTca.

= YAanuTb: NoATBEPXAaeT AeNCTBrne 1 yaanaet npubop.
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10.8. CnUCOK NOYTOBbIX ALLMKOB

CnNMCOK MOYTOBBIX ALLMKOB - 3TO CMUCOK BCEX MOYTOBLIX AWMKOB B hopme Tabaunubl. 3Ty CTPAHMLY MOXKHO
NPOCMOTPETb TO/IbKO MPU BKAOYEHHON GyHKLMKN « Mailbox».

CmpaHuya «CnucoK noYMoabIx AUUKO8»

Ka)K40My NOYTOBOMY SLLMKY COOTBETCTBYIOT CedytoLLme Nos:

= |lndpoBOM KOO — 3TO VYHMKaAbHbIM UMbpoBOM Koh Mailbox ¢ KoTopbIM COOTBETCTBYET
naeHTMdUKaumMoHHoMy koay (ID) oTaeneHums.

= Ha3BaHWe — Ha3BaHME ALMKA

= [leiicTBMA — OnepaLym C MOYTOBbIM SLLIMKOM

B nocnegHem cTonbue coaepskatca 3Haukm A4enCTBIUI, BbINMOHAEMbIX C KaXKAbIM NMOYTOBbIM ALLMKOM:
).
= N3meHuTb (= ): 4ns nameHeHuna gaHHbIX oTaeneHuns (cm. nap. 10.8.2).

= [losib3oBaTENM (ﬁ ): ANA BKAOYEHMA UKW UCKAOYEHWUA NOMb30BaTENEN, COOTHECEHHbIX C MOYTOBbIM
AWwmKom (cm. nap. 10.8.3).

= 06cnenoBaHuA (h ): ANA BHECEeHUS U3MEeHEeHW B 06Cnef0BaHMA, COOTHECEHHbIE C MOYTOBbIM
AWmKom (cm. nap. 10.8.4)

= Yapanutb (m): ona yoanedua Mailbox (cm. nap. 10.8.5).

C nomolLbto KHOoMKK «HoBbIN» MOXKHO co3aaTb HOBbIM Mailbox (cm. nap. 10.8.1).
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10.8.1. Co3paTb HoBbI Mailbox

[ns cospanma Mailbox, cooTHeceHHOro ¢ nonb3osatenem, cm. naparpad «CosgaHne nosb3osaTens» (cm.
10.4.2)

YT06bI CO34aTb HOBbIM Mailbox 1 coxpaHWTb ero B apxmee, HEOHXOAMMO HaKaTb KHOMKY «HOBBINM» Ha cTpaHuLe
«CNUCOK MOYTOBBIX ALMKOBY.

MOo»KHO BBECTU CiedytoLiMe AaHHble:

= lwndpoBol KoA4 — 3TO YHWKaNbHbIA uMdpoBoi Koa Mailbox ¢ KoTopbii COOTBETCTBYET
naeHTndMKaumoHHomy koay (ID) oTaeneHus.

= Has3BaHWe — TeKcToBOe onncaHne Mailbox

= Email — cTpoka (MakcMmym 128 3HaKOB) C aAPECOM 3/1IEKTPOHHOM NOYTbI.

HoBbIn Mailbox MOXKHO COXPaHUTb UM YAANUTb HaXKaTMEeM ABYX KHOMOK BHM3Y CrpaBsa:
® Hazaj: OTMeHAET M3MEHEHWE, U JaHHble He OOHOBAAIOTCS;

= Co3A4aTb: NOATBEPXKAAET U3MEHEHUE, N HOBbIE AaHHbIE COXPaHAIOTCA.

Cmparuya «Co30aHue Hosoz2o Mailbox»

10.8.2. UsmeHeHUue Mailbox

. '
NaHHble Mailbox MOKHO U3MEHWUTL HaKaTMEM KHOMKK U3MEHUTL (Cf ) B cTpoke CnucKa NOYTOBbLIX ALLUKOB,
COOTBETCTBYIOLLEN HYXKHOMY ALLMKY:

=  Ha3BaHue

=  Email
HoBble AaHHbIe MOMKHO COXPaHUTb UM YAANNTL HaxKaTUEM OBYX KHOMOK BHM3Y CMpasa:

72




ECGWebApp Holter - ECGWebApp ABPM
10. ADMUHUCTPALMA CUCTEMBbI

® Haszad: OTMEeHAET U3MEHEHWE, U JaHHble He OOHOBAAIOTCS;

= OB6HOBWTb: NOATBEPKAAET U3MEHEHME, U HOBbIE JaHHbIE COXPaHSIOTCA.

CmpaHuya «3meHeHue Mailbox»

10.8.3. U3ameHeHune nonb3oBaTe/Iel, COOTHECEHHDbIX C MOYTOBbIM ALLMKOM

,ﬂ,flﬂ n3meHeHunA HOﬂb3OBaTeﬂeVI, COOTHECEHHbIX C TMOYTOBbIM AWMKOM, Cneayetr HaXaTb KHOMKY

«MNonb3oBaTenm» (W ) B cTpoke, CnMCKa MOYTOBbIX ALLMKOB, COOTBETCTBYIOLLEN HYKHOMY ALLMKY. 3aTem
MOKHO aKTMBMPOBATb UM A€3aKTUBMPOBATL NPUCBOEHHbIX NOb30BaTE/1eM, MPOCTaBAAA OTMETKMN AN yHupas
MX B NO/AX, COOTBETCTBYHIOLLMX KaKA0MY NO/b30BaTEIO.

MOJKHO MCNONb30BaTb KHOMKY «Bblaenutb Bce/OTMEHUTb Bblae/IeHUe», YTOObI BblAENUTb BCEX NMOb30BaTENEN
B COOTBETCTBMM C MOMCKOBbIM 3aNpOCOM. ECm GMALTP MOMCKa HEe MCMO/b3yeTcs, BbIBOp MPMMEHAETCS KO BCEM
No/Ib30BaTENAM.

N3meHeHnAa MOXKHO COXPaHWUTb HaXXaTem KHOMKK COXpaHVITb.
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ViameHeHue nons3osamerell, COOMHeCEeHHbIX C NOYMO8bIM AWUKOM

10.8.4. MoBTOpPHOE COOTHECEHUEe 06cneA0BaHMNA C NOUYTOBbIM ALLUKOM

LaHHble O6C}'Ie,ﬂ,OBaHI/1ﬂ MOXHO NMOBTOPHO COOTHECTWM C NOYTOBbIM ALMKOM, Ha*XaB KHOMKY nep8H33Ha‘-WlTb (

1
+] ) B cTpoke ChMcKa NOYTOBbIX ALWMKOB, COOTBETCTBYIOLLEN HYKHOMY SLLMKY.
[aHHble 0bcnenoBaHWA OTOBPaXKaloTCad B CNUCKE CO CAeAyIOWMMKU NoaaMM: «oNHOE MMA naumeHTay,
«MoeHTndMKaumMoHHbIN Kog (ID) naumeHTa», «[ata poxaeHua», «Mon», «[JaTa npruobpeTeHna/nonydeHmns,
«Tun obcnenoBaHua», «CootseTcTBytoWMA Mailbox».
Cnuncok obcnenoBaHMin MOXKHO OTOUABTPOBATL TaK e, KaKk M Ha cTpaHuLe «Cnucok obcnenosaHuing, ¢ Tom
pasHuLEeNn, 4To OTOUNBLTPOBLIBATL MOXHO TaKMKe Mo MOYTOBbIM ALIMKAM M NO Nepnuoaam, B T.4. MO TOYHOMY
BPEMEHMU.
CTaTyc U3MEHUTb Heb3Aa. MOXHO 0TobpaxKaTb TONbKO 0b6cea0BaHNA, Tpebytoline measakatodeHus.
Kaskaoe obcnenoBaHWio B CMMCKE COOTBETCTBYET MoJe, KOTOPOe MOMHO OTMETWUTb AAS ero BblaeneHusa u
COOTHECEHMS C TEKYLLMM MOYTOBbIM ALLMKOM (MOKHO BblAENTb CPa3y HECKOIbKO 00C/1Ie0BaHNA).
Kpome TOro, MOKHO Bblae/nTb cpasy Bce 06cnenosaHnsa/OTMEHNUTL BblAeNEHNE, OTMETMB TO/IbKO OAHO Mofe.

MN3MEeHEHMA MOXKHO COXPaHUTb HaxKaTMem KHOMKM « COXPaHUTb», KOTOpas BHOBb COOTHOCUT BCe BblbpaHHble
0bcnefoBaHMA C TEKYLLMM NOYTOBbLIM SILLIMKOM.

10.8.5. YpaneHne Mailbox

HakaTvem KHOMKK «YOanuTb» (Iﬁl) B cTpoKke CnmcKa NoYTOBbIX ALLMKOB, COOTBETCTBYIOLLEN HYXKHOMY ALLMKY,
MOKHO YAAANTb AaHHbIN ALWMK, €CIU C HUM He COOTHECEHO HM OHO 0bCeaoBaHMe.
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BcnabiBatolee OKHO 3anpocuT NOATBEPKAEHNSA BbINOHAEMOM onepaumnu:
= OTMEHUTb: OTMEHSAET AeNCTBME, M 0OBEKT He yaanseTca.

®  YanuTb: NoATBEPNKAEHME AENCTBMA U yaaneHne obbekTa.

0KHO «YdaneHue Mailbox»

10.9. Bcrtasutb popmynnUpPOBKY B 3aKNOUEeHUE

CTtpaHuua «BcTaBuTb GOPMYMPOBKY B 3aK/odeHMEe» AaeT Mo/b30BaTeNAM BO3MOMKHOCTb MCMO/b30BaTb
bYHKLMIO aBTO3aM0HEHNA NOMA «BbIBOAbI» HA CTPAaHMULLE MeA3aKAo4YeHMA Mo pesynbTaTaM obcaeaoBaHumA.
Bnarogaps aTo GYyHKLUMM MOXKHO CO3AaTb CMMCOK Gpas UM CMOB Ha LEHTPaNIM30BaHHOM YPOBHE, KOTOPbIN
MOYHO 0TOOPa3nTb B MHTEPAKTMBHOM BbINaZatolULEM MEHIO, M3 KOTOPOro MOJb30BaTe/lb MOMKET BblOMpaThb
TEPMMHbI /19 3aM0/HEHNA NoNA «BbiBOAbI».

Ha cTpaHuue oTtobparkaetca dalin ¢ BcTaBuUTb GOPMYIMPOBKY B 3aKItOYEHMEMU. 34ECb MOXKHO BbINOMHATb
cneayouyme oencTema:

= 3arpyska daina CoKpalleHWi: ANs 3arpy3kuM CMcKa CoKpalleHnin 13 daina (B dopmate .csv) nog
Ha3BaHMem Acronyms.csv. C Te4eHMEeM BPEMEHM MOXKHO 3arpy3uTb HECKOIbKO $hannos, nocaeaHuim
13 KOTOpPbIX BCcerga byaeT 3ameHsaTb NpeablayLinii.

=  Hasaz: 414 BO3BpaTa Ha raBHYO CTpaHMLy «AAMUHUCTPATOP».

Web:
w Pl AnmuH \ CTaHaapTHbIE AnarHo3bl CARL
Boiti
— OtnpaBka
|/9 ] naunents
S File | Sfoglia... | Nessun file selezionato
Aawinn
o CnMCOK CTaHAAPTHBIX AUAarHo308 1]
9 aspecificoca A

© borderline per et®
© borderline per et e sesso - possibile effetto dell
© coerente con ischemialeffetto della digitale
© legato a et®
@ legato all'et® e al sesso - possibile effetto dell
© probabilmente dovuto a ipertrofia ventric
© probabilmente dovuto a ipertrofia ventricolare/effetto della dig
/Alcune anomalie non pi® presenti
Alterazioni QRS anteriori forse dovute a ipertrofia ventricolare
Alterazioni QRS anteriori forse dovute a trasposizione corretta
QRS anteriori correlate a malattia polmonare

Alterazioni QRS anterosettali forse dovute a ipertrofia ventricolare

i QRS forse dovute a corretta
Alterazioni QRS forse dovute a IVS, ma infarto anterosettale non da escludere
Alterazioni QRS in V2 forse dovute a IVS, ma infarto settale non da escludere
Alterazioni QRS settali forse dovute a ipertrofia ventricolare
Alierazioni ORS seftali forse dovuite 2 trasposizione coretta

C-ardit;line EcéWebA;;p 2.40.1241 CARDIOLINE
CmpaHuqa «Bcmasumeo d)opMyﬂupoeKy 8 3aK/4YeHue»

©2016 - Copyright 2016 CARD]
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Ecnm Bbl monbiTaeTech 3arpy3vtb Ganin H6e3 npeasapuTenbHOro Bbibopa dalna, nossuTCca creaytollee
coobuleHue.

10.10. Hactpounku

Ha CTpaHuue HaCTpOﬁKM MOHO YCTaHaB/INBaTb HAaCTPaMBaeMblE MNMapaMeTpbl.

CTpaHuua pas3buTa Ha rpynmnbl:

= CuUCTema: COAEPKUT HAaCTPOMKM dyHKUMOHNPoBaHMa ECGWebApp Holter / ECGWebApp ABPM nan
noTokoB obmeHa ¢ ECGWebApp Holter / ECGWebApp ABPM;

=  GDPR: No3BOAAET YCTAaHOBUTb CTENEHb CEPbE3HOCTM YUYETHbIX AaHHbIX M ceaHca paboTbl C
nosib3oBaTesiem;

®  AKTVMBHAs AMPEKTOPUA: NO3BOMAET HACTPOUTL COEIMHEHNE C aKTUBHOW AMPEKTOPMEN KOMNAaHWUW ANA
ayTeHTMdMKaUumMm (NpoduaMpoBaHMe Noib30BaTeNd B IOOOM Cydae NPoM3BOAMTCA Yepes
ECGWebApp Holter / ECGWebApp ABPM);

= [oanucb: onpeaenseT HAaCTPOMKM, CBA3AHHbIE C LMPPOBOM NOAMMCHIO.
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OKHO YcmaHoB0K

10.10.1. Cucrema

= [lyTb Ana penosutopus = Coobuwaetr ECGWebApp Holter / ECGWebApp ABPM, rae moxKHO
COXPaHUTb NEPBUYHbIE A@HHbIE CYTOYHOIrO MOHUTOPUpPOoBaHuA JKIM n AL

= workingDirectory = BpemeHHas narnka, B KOTOPOM XPaHATCA NepBUYHbIE AAHHbIE CYTOYHOIO
MOHUTOpUpOBaHMA IKI 1 ALl Ha 3Tane 3arpysku, nepes coxpaHeHnem 8 ECGWebApp Holter /
ECGWebApp ABPM

= Bpema ceaHca = NPOAO/IKMUTENbHOCTL ceaHca paboTbl ¢ nonb3osaTenem 8 ECGWebApp Holter /
ECGWebApp ABPM

=  URL-agpec 6a3bl WS = URL-agpec, Heobxoanmblii A1A KAMEHTA M NO3BONAIOLMI BO3BPaLLATbL
nepBUYHbIE JaHHble CYyTOYHOro MOHUTOpPUpPOBaHMa IKI/AL

= KpuTepuu NpUCBOEHMA NALMEHTY = NapaMeTpbl, KOTOPble CMCTEMA CPaBHMBAET A8 YHUOUKaALMK
obcnefoBaHMI OAHOMO M TOTO Ke NaumeHTa

= [IpoBepKa paspelleHnit Ha OTNPaBKY YCTPOWCTBY = NpW 3arpyske AaHHbIX 0b6cnenosaHmna B ECG
WebApp cnuctema npoBepseT, CBs3aH /K N0/1b30BaTe b C 3TUM YCTPOWCTBOM, paspeLlas uam
3anpeLan npuem AaHHbix obcaegoBaHmaA

= MaKcumanbHOe YMCNOo 3anmceit B nepedHe obcnenoBaHMil = MaKCMMaibHOE KOAMYECTBO
obcnenoBaHnii, oTobpaxaemoe Ha CTpaHuLe obcneaoBaHNn

= [lyTb 415 NAArMHA = NyTb K TOMY MECTY, A PaCcnoI0KeHbl aKTUBUPYEMbIe OMNLUMM

= timeColumn = npeanaraet TMN AaTbl U BPEMEHMW, KOTOPblE HEOHBXOAMMO 0TOBPA3UTL Ha CTPAHULE
obciefoBaHNI MeXKay AaTON 3annCK M 4aToW NoJlyYeHus pe3yabTaTtoB obciesoBaHms

= COOTHECTW CO BCEMM MO/b30BaATENAMM 0OBEKTA = MO YMONYAHUIO OTK/IHOUEHO, MOSTOMY NP
co3daHnM naumeHTa/obbeKTa BbligeeHMe BCeX paHee Ha3HavyeHHbIX 06bekToB/nonb30BaTeNel
aBTOMATUYECKM OTMEHAETCA. T1pK BKIHOYEHUM HACTPOMKM BCE MO/b30BaTeIN/06bEKTbI BbAENSOTCS
aBTOMaTMYeCKu. Nloc/ie 3TOro No/ib30BaTe/lb MOXET BblAEASATh OTAE/IbHbIE 3aNncH
NoAb30BaTeN1e/06bEKTOB 1 OTMEHATL MX BblAgNeHMe.

= BkaodeHne Mailbox = BratouyaeT dyHKUMIO «Mailbox». MNpn BKAOYEHNN NOABASETCS BO3MOMXKHOCTb
HacTpanBaTb M UCMO/1b30BaTh GYHKLMIO B MPUIOKEHUN.
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10.10.2. GDPR

= MaKcMmanbHOe KOIMYeCcTBO MOMbITOK BXOAA B CUCTEMY = CKO/IbKO Pa3 NoJ/ib30BaTe/lb MOXKET
COBEPLWMNTL OLIMOKY B YYETHbIX AAHHbIX, MPEXAe YeM cucTeMa 3ab1I0KMPYET NOMbITKY AOCTYNa Ha
BpEeMSA NPMOCTAaHOBKM BXxoa B cucTemy (Suspension Login Duration)

" MpoLoNXKNTENBHOCTL MPUOCTAHOBKM BXOAA B CUCTEMY (B MI/IHYTaX) = NPoAONKNTENBHOCTb
NMPUOCTAaHOB/IEHNA ,D,el\;lCTBVIﬂ YYETHbIX AaHHbIX

" CpOK ,D,GIZCTBMFI HEeaKTMBHOM ceccumn (N\MHYTbI) = BpemMA HENCNO/Ib30BAHMA CUCTEMDI
dBTOPUN30BaHHbIM MNOJ/1Ib30BaTE/1EM, KOTOPOE 6yp,eT dBTOMATUYECKM OTK/TKOYEHO

= [Maponb: MNPOACSKUTENBHOCTb (B AHAX) = CPOK AEMCTBMA NApPOA B AHAX
= [laponb: Undpbl = B COCTaB Napos A0MKEH BXOANUTb XOTA Obl OAMH HOMEP

" Maponb: MMHMManNbHaA AAMHa = 00A3aHHOCTb UMETb MWHUMA/IbHYKO YCTAHOB/NIEHHYIO AJ/INHaA C
uenbiMm YMCNOBbIM 3Ha4YeEHNEM

= [laposb: 3arnaBHble OYKBbI=00A3aTe/IbCTBO MMETb NapP0/ib, COAEPHKALLMIA 3ar1aBHble OYKBbI

= [laponb: CneumanbHble CUMBO/bI= 06A3aHHOCTb MMETb Napo/ib, COAEPKALLUMIA CneLmabHble
CUMBObI

= [laposb: 3arnaBHble OYKBbI= 0643aT€/1bCTBO MMETb MAP0/ib, COAEPKALUMI 3ar1aBHble BYKBbI

= AD Abilitata=BKatoueHne KOPNOPaATUBHOIO AOMeHa Ans ayTeHTMduKaumn (8 IKI WebApp ocTaeTcs
TONIbKO HeMpodubHasa ayTeHTUdUKAUMA NOMb30BaTENS)

= ma y3na AD = nyTb, NO KOTOPOMY Pacno/IOKEH aKTUBHbIN KaTanor

= KoHTelHep AD=XOCT-AOMEH aKTUBHOM AMPEKTOPUMU

= AKTMBALMA = aKTUBALMA MOAYAS UMPPOBOIM Nnoanucu

= CepBucC UMPpoBOM Nognnck = obo3HavYaeT BHYTPEHHUI Moay /b LMPOBOM NOAMNUCK, MCNOb3YEeTCA
Ha3BaHMWe cucTeMbl LMGPOBOM NoANUCK

= MHOXeCTBeHHasa NoANMCb=eCcan aKTUBEH, NO3BOIACT NOAMMUCHIBATL MeA3aK/lUYeHe HECKO/IbKO pas
= TeKCT, AONOAHAWMA NOANUCL = TEKCT, 406aBAAEMbIN B MeA3aKNt04eHNe BMECTe C NOANMUCHIO
= CoxpaHeHMe Napona = BKAYEHUE UK OTKIOHYEHME COXPaHeHMe Napons

= [leicTBMe KaWa Napons (B MUHYTax) = BpeMA COXPaHEeHMWA Napons B NamaTu
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11. WebChat

11.1. 3anycK ceaHca 4yaTta

Ecnm WebChat noakntodeHa n HacTpoeHa, To BO Bpems 3akatoveHna obcnemosanuna KM nan PDF, Bpay, ero
BblAtOLLIMIA, MOMKET CBA3aThCSA C OTNPaBMBLLMM €ro No/b30BaTe/IeM.

C Ustaesami  § Scaica @@ Stampa 131062021 00:58 (Farm_Azzurr) ‘sanara Monaaini Femmina 05/05/1837 (84 ANNI)
o Rl 1062021 0114 Io:MNDSDRYTEASFZES ez 167cm Peo: 52k P 14505 9O2:90%

Note La paziente é mottoagit.. 4 Confronta con v v [Fomato 10 v | mmimV |25 v | mmis ~ Filto muscolare (] yisure

Anamnes! Ipertensione areriosad... ¢ 0 i 1 I

Megcnal Coumadngsopo # | L "‘ A } #\ * N ! AL LIEAT AL T jL’ I J\ A ](‘ N J[ A

Tecnico Op. Famacanzun 4 r ‘f ¥ a r Y ’ " 1 I r

Numero ol prenctazione 123455 s ‘ ‘ | ‘ ‘ ‘ I

Misure globali = E S| i ANSSVN | N j /‘\ J N\ N |y Av=ry \ \",' V \ A\ \‘\ N\ NIV i

e ot G s T Is T T i 1 | 1§ I \P i

T = i | | | ] ] | ‘ ‘ ‘ ‘ |

Intervallo PR (ms) 156 AL e R R R R R RS B il

e

Intervalo QT (ms) 30 LS i H i L T L ‘t : '!\ ’r § Ho L \

Bpau, BblAAOLWIMI 3aKKO4YEHNE, 3aMyCKAET BbI30B, HaXKMMas HUMKHIOK NMPaByo KHOMKY.

MepBbll NONb30BaATE/b, CBA3AHHLIM C YCTPONCTBOM, OTKYAa NOCTynaeT obcaeaoBaHmMe, OTBEYatoLLee Ha BbI30B,
3amnycKaeT MHTEPAKTUBHbIN CeaHc, U Bpay, BblAAIOWMN 3aKIHOUEHNE NAM OTBETUBLLMIA, MOXKET NMPUCTYNMUTb K
0bMeHy cooblieHMaMM (obLiee nonb30BaHKe daina) am 3anycTnTb BUAEO-3BOHOK.

[onb3oBaTe b, KOTOPbIN MOXKET ObITb BbI3BaH, A/151 TOr0, YTOObI CBA3b Obl/la BO3MOXKHOM, A0MKEH HAXOAMUTLCA
Ha cTpaHuLue obcnesoBaHM.

Mpn BbI3OBE MOMb30BATENA MOABAAETCS YBEAOM/IEHWE B HUMXKHEM MpaBoM Yray (COMpoOBOXKAAETCS
aKyCTUYECKMM “3BOHKOM”).
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LLénkada no NOABMBLUENCA KHOMKE B HUXKHEM NnpaBoOM yrny, OTKpblBaeTcA l/lHTepaKTMBHbIl‘/‘I 4acTt (I'IO,EI,TBep,CI,l/ITb,
€C/In 3anpalinBaeTca aBTopm3alna Ha oTnpassieHne yBe,CI,ONU'IeHl/IlZ).
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server.livehelp.it wants to

Show notifications

|® Assistenza Online - Profilo 1 - Microsoft Edge = O *

B https://server.livehelp.t/client_user_resp/Ih_dev_frame_rc.asp

«2LiveHelp

LVGP69DATE @

La conversazione €' avviata.

buengiorno Dottore 16:03:00

Le allego il referto di un esame eseguito in precedenza dal paziente
16:03:26
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Y100bl OTNpPaBKTL CcoobLLEeHMe, BBECTM TEKCT B nose “nucaTtb 3aech” M 3aTem HaxkaTb KHomky BBOZL wau

LWENKHYT MO Knasuwe . .

YT06bI NPUNOKNUTL Gaiin, HasKaTb KHOMKY o B HUMKHEM IEBOM Yy (MPW MOAKAOUEHWM, KHOMKA MEHAET LBeT
C ceporo), 3aTem BbibpaTb onumto “MpunoxnTb dain...” B NoKasaHHOM MEHH0.

ls® Assistenza Online - Profilo 1 - Microsoft Edge = m] s

Iﬁ https://server.livehelp.t/client_user_resp/lh_dev_frame_rc.asp

o2 LiveHelp

I. Q .I gcafsi Ite

buengiorno Dottore 16:03:00

Le allego il referto di un esame eseguito in precedenza dal paziente

Stand by

16:03-26

Termina Chat

Annulla

© Bl

Taknm 06pa3om, OTKPOETCA MEeCTHbI bpaysep, Yepes KOTOpbI MOXHO BblbpaTb ¢aitn, KoTopbili byaeT
oTnpasneH. Nocne Toro, Kak BblbpaH dain, WENKHYTb NO KHonke “OTKpbITh” 3anycTutca 3arpyska daina,
WéNKas no KHonke “OTmeHnTs” onepauma byaeT oTMeHeHa.
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@ Caricamento file X
« v 4 || > QuestoPC » Documenti » Uploads v O 2 Cercain Uploads

Organizza »  Nuova cartella =~ @ @

@ Nome Ultima modifica Tipo Dimensione

# Accesso rapido
mePregresso_GiovanniBianchi. ;. ocumento Adob...
EsamePregresso_Gi Bianchi.pdf 16/07/2021 18:23 D Adob. 381 KB
@ Creative Cloud Fil

@ OneDrive

[ Questo PC
[ Desktop
Documenti
¥ Download
[&] Immagini
D Musica
B Oggetti 30
B Video
L, Sistema (C:)
s Volume (D)
= Backup_HD (E)
= Backup_HD2 (F)
= Public (\192.16¢
v

MNome file: |EsamePregresso_GievanniBianchi.pdf | [Tuttiifile ¢ v

Mpu 3arpyske daitna (NPOAOIKUTENBHOCTL KOTOPOWM 3aBMCWUT OT pasmepa COBMECTHO MCMO/b3yemMoro
[IOKYMEHTa) M0/b30BaTe/Ib, OTNPABMBLUMI Gali, He MOMKET OTNPaBWTb HOBbIM AOKYMEHT, TO eCTb, Mpu

NMOBTOPHOM HaXXaTUM Ha KHOTKY o, onuma «MpunoxKuTe Gann ...» byaeT He4OCTYMNHA, U BMECTO 3TOT0 B MEHH
oTObpasnTca onuumsa «3arpyska.

lo® Assistenza Online - Profil 1 - Microsoft Edge = O >

|i| https://server.livehelp.it/client_user_resp/lh_dev_frame_rc.asp

(@) .. 2LiveHelp

LVGISIDATE @

La conversazione &' avviata.
16:00:31

buongiorno Dottore 16:03:00

Le allego il referto di un esame eseguito in precedenza dal paziente
16:03:26

Stand by

Termina Chat

Annullz

© [l
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Mocne 3aBepLueHna 3arpy3kn dainna Ha obenx CToOpoHax coobLLEeHMA B OKHe YaTa NOABAAETCA CCbl/IKA, KOTOopan
NO3BOJIAET OTKPbITb NepeaaHHbli Gar.

.2 Assistenza Online - Profilo 1 - Microsoft Edge = O x

|2| https://serverlivehelp.it/client_user_resp/lh_dev_frame_rc.asp

(@) .. 2LiveHelp

LVG369DATE :

La conversazione e’ avviata.
16:00:31

buongiorno Dottore 160300

Le allego il referto di un esame eseguito in precedenza dal paziente
16:03:26

o
(EsamePregresso GiovanniBisnchipdf)

16:26:09

YT100bI 32BEPLWMNTL YaT, 3aKPbITb OKHO MM HaXKaTb KHOMKY 1 BbIbpaTb onumto “3aBepwnTb YaT”.

11.2. 3anyckK ceaHca BUAO-4YaTa

Mocne Toro, Kak 3anyueHo oblieHne B YaTe, M3-3a BXoAa M nepeaayn CoobuleHM MOXKHO MO0J/1b30BaTbCA
BMOE0-3BOHKOM (€CAM AOCTYMHbI BEO-Kamepa, MUKPODOH, TPOMKOTOBOPUTENN MM HAYLLIHWUKM).

LA 3anycka BUAE0-3BOHKA HaXKaTb KHOMKY , KOTOpaA HaxoaAnNTCA B BEPXHEM JIEBOM KpPako B OKOLUKE.

Mpy 3TOM BBEPXY NOABUTCA NaHe b, B KOTOPOM N0b30BaTe/ b OYAET MMETb BO3MOXKHOCTb 3aMyCTUTb MNOJHbIN
BMAEOYAT (ayAM0 U BUAEO) MAM TONbKO 3BYK.

Mocne Bblbopa KenaemoW onuMu Yy MOAb30BaTENsA 3anpallMBaeTca (ecnu He 3anpalwnBasocb paHee)
paspewnTs bpaysepy UCNOAb30BaTb MUKPODOH M BED-Kamepy.

OAHOBpPEMEHHO Te Ke BapWaHTbl BbIOOpa TaKKe NpeaocTaBnaloTca cobeceHMKy Ha APYrom KoHUEe ceaHca
CBA3M (MNONHbIN BUAEOYAT MM TOIbKO ayAMo) 1 3anpoc Ha BKItOYEHWe BeOG-Kamepbl U/Man MUKPodOHa.
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Assistenza Online - Profilo 1 - Microsoft Edge = O >

B https://server.livehelp.t/client_user_resp/lh_dev_frame_rc.asp

«2LiveHelp

Cardioline

Consulto videoChst

Vuoi iniziare una VideoChat?

COMPLETA VIDEO/AUDIO @

S0LO AUDIO 6

LVGSE9DATE .

La conversazione & avviata.
17:30:48

Assistenza Online - Profilo 1 - Microsoft Edge — m]

- https://server.livehelp.it/client_user_resp/lh_dev_frame_rc.asp

serverlivehelp.it desidera X

'gr Utilizza il tuo microfono

@ Utilizza |a tua fotocamera

Consenti Blocco

s*IVeHelp

LVG969DATE A

La conversazione &' avviata.
21:31:54
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Mocne Havana ayamo-Buaeo ceaHca oba cobeceaHrKa MOryT OTK/IHOUMTL ([axKe BPeMEHHO) MUKPODOH 1/nau
Beb-Kamepy, 414 3TOr0 A0CTaTOYHO LWENKHYTb Ha COOTBETCTBYHOLLME 3HAYKM, PACMOIOKEHHbIE B BEPXHEN
4acTM OKHa. Elé oamH Wenyok no MMKPodoHy m/munm Beb-kamepe No3BOUT BHOBb NMepesanycTuTb paboTy
ayamo-Bnaeo.

11.3. Bbi3oB 6e3 oTBeTa

Bpau, otnpasastoLmii 3anpoc Ha 3BOHOK cobeceaHMKy, KOTOpbI He noaxatodeH K ECGWebApp nam KoTopbiin
MO KaKOW-TO MpMYMHE, HECMOTPS Ha MOAK/AOYEeHWe, He OTBEYaeT Ha 3BOHOK, MOMKET OCTaBWUTb COODLIeHME,
KoTopoe byaeT oTnpaBneHo cobecesHNKY NO 3NEKTPOHHOM noyTe.

Moaynb, NO3BOAAIOWMIA BBECTU COODOLLEHME, aBTOMATUYECKN OoTobpakaeTca yepes 1 MUHYTY OXKWAaHMA B
cny4Yae noAkatodeHHoro cobecegHuKa (HO KOTOPbIM, He OTBEYAeT Ha 3BOHOK), @ B C/lyyae OTKIOYEHMA
cobecenHmKa - cpasy xe.

Moaynb TaKXKe MOXHO aKTMBMPOBATb HEMOCPEeACTBEHHO BPAYOM, [AaKe He [AOXKMAAACh BPEMEHM Mo
YMOIYaHMIO, LLeSIKHYB HENoCPeACcTBEHHO Mo ccbinke «OTNpaBuTb cooblieHMe», AOCTYNHOW B OKHe Hayana
pasrosopa.

[aHHble, BBeAEHHble Bpayom B mMoAdy/lb (MMs Bpaya, COCTaBMBLUEro mMeA3ak/itodeHne, KOHTAKTHbIN adpec
9N1EKTPOHHOM MOYTbl LEHTPa OTYETHOCTM, MMA NauueHTa, AaTa/Bpema obcnenosBaHMa, TEKCT cooblieHus),
6yayT NomeLlleHbl B Te0 3/1EeKTPOHHOrO NMMCbMa, KOTOpoe: NpK HaxkaTnn Ha «OTnpasuTb cooblieHre» byaeTt
[OCTaBEHO Ha aZlpec 3/1eKTPOHHOM NOYTbI, CBA3aHHbIN C NO/b30BaTENEM YCTPOMCTBA, M3 KOTOPOro NocTynaeT
obcnenoBaHme.
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@ Assistenza Online - Mozilla Firefox — [m] x

O 48 == https:/fserver.livehelp.it/client_user_resp/ih_dev_fi B o

Connessione...

Attendi I'avvio della conversazione.

INVIA MESSAGGIO

@ Assistenza Online - Mozilla Firefox — [m] b @ Mozilla Firefox — [m] b4

= O Ej 2 hﬂps:f,v‘server.l'lvehelpf\t.v‘chem,userjesp/form,webap;ci}

QO 8 = https://server.ivehelp.it/client_user_resp/ln_dev_fi B g
Cardioline i ) L' H I .
Consulto VideoChst .. |Ve e p

Sevuoi lasciare un messaggio compila il modulo:

Il tuo messaggio & stato inviato
alla farmacia che ha trasmesso I'esame

Mome o Ragione Sociale ™
Chiudi

Dott. Mario Rossi

Mail della centrale di refertazione

centrale.cardiologica@cardioline.it

MNome del paziente™

Giuseppe Verdi

Datalora dell'esame™
20/07/202118:25
Messaggio®

Lesame evidenzia FA ad elevata risposta ventricolare, inviare
il paziente al PS

= Invia Messaggio
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12. TEXOBCNYXUBAHWUE, HEUCIMMPABHOCTU U CNOCOBbI UX
YCTPAHEHMUA

12.1. Pe3epBHOe KONUPOBAHUE U BOCCTaHOBNeHUe 6a3bl AaHHDbIX

Kak B1AHO 13 nepsbix rnas, 6a3y AaHHbix Microsoft SQL Server MOXKHO MCMO/1b30BaTb B Pa3/IMYHbIX SKCNpecc-
, CTAHAAPTHBIX M KOPMOPaTMBHbLIX BapMaHTax (MOMKHO YCTaHOBMTb BPYYHYIO, KaK OnuMcaHo B «Pykosodcmee
aoMuHUCMpamopa»).

Ona ECGWebApp Holter / ECGWebApp ABPM ¢ dpyHKLUmMel Holter, nommmo co3aaHus pesepsHOl Konum 6asbl
[AHHbIX, HEOOXOAMMO CO34aTb KOMMUIO Mankm ¢ HeobpaboTaHHbIMK AaHHbIMK XonTepoBckoin IKI, yei
MapLIPYT CKOHOUTYPUPOBAH Ha 3Tane yCTaHOBKM (Kak onmncaHo B «Pykosodcmee aOMUHUCMpPamopa).
MOMXHO BbINONHATL pe3epBHOE KOMMPOBAHME N BOCCTaHOBEHWe 6a3bl A@HHbIX MOCPEACTBOM MHCTPYMEHTA
SQL Server Management Studio, KOTOpblA ycTaHaBAMBaeTcA BMecTe ¢ 6a3oi aaHHbix. CooTBeTCTByHOWME
NHCTPYKLMM NPUBEAEHbI B CNeLManbHON AOKYMEHTaLMM 3TOro NporpaMmHoro obecneyeHms.

12.2. Peructpauma owmnbok (Logging)

ECGWebApp Holter / ECGWebApp ABPM coxpaHsAeT B TeKCTOBbIN $palin coobuieHms, CBsA3aHHble C ownbKramm
M HEUCNPABHOCTAMM, YTOObI 06ecneynTb NPOCTY0 NASHTUGUKALMIO M peLleHne npobaem.
Kaxkmoe cooblieHme coaepKnT caeayroLyto MHbopmaumio:

= Timestamp

= CTeneHb TAXKECTW, HanaaKa, npeaynpexaeHme, owmnbka
= Knacc

=  CoobueHune

=  OwwubKa (ecnm gocTynHo)

Cm. CnNpaBoYHMK AOMUHKUCTPATOPa 419 NoayYeHns bosee NnoapobHON MHGOPMaLIMK.

12.3. Tabnuua HencnpaBHOCTE U cNOCO6OB UX YCTPaAHEHUSA

HeBO3MOXHO OTKpbITL Web- HeT coeanHeHuna ¢ cepsepom MNpoBepuTb GYHKLIMOHANIBHOCTb U
cTpaHuly ECGWebApp Holter WK ceTeBOe coeMHeHne He HaCTPOMKN ceTun.

/ ECGWebApp ABPM [OCTYMHO

HeBo3mMoOXHO 0T0bpa3nTb Web-aapec HenpaBuabHbIN, MpoBEPUTL NPABUIbHOCTb
Ha4a/IbHYIO CTPaHMLY WK cepBep He AOoCTyneH ncnonblyemoro web-aapeca. Ecnm
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ECGWebApp Holter /
ECGWebApp ABPM

npobnema He ycTpaHeHa, 0bpaTnUTbCA
B AamuHucTpatopy Cucremsl ona
NPOBEPKN COCTOAHMSA CepBepa.

He YAa€eTCA BbINO/IHUTL BXOA, B
cucremy

MNonb3oBaTeNb HE ONO3HaeTCA

MpoBepUTb NPaBUAbHOCTb UMEHU
noab30BaTeNA U Napons

He yaaeTca Hane4vaTaTb

MpUHTEpP He JOCTyneH

MpoBepuUTb HaMYMEe CUCTEMHOrO
NpMHTEpa 1 NPaBUIbLHOCTb
KOHOUIypaumm

Al aKTMBUPOBa/ AeaKTUBALMIO
MosIb30BaTe A B C/Iy4ae, eciu
Bbl AOMYCTU/IN OLIMOKY Npu
BXO/Ie B CUCTeMy
onpeaeneHHoe KoJINYecTBo
pas, HO OHO He NPUMEHAETCA

Ecam nonb3oBaTtesnb yxe
npucytcTeyeT B8 WebApp 8
Bepcun ao 2.10, Tabanua
nonb3osaTesnel 8 b/,
BEPOATHO, He Obina
obHOBNEHA

Ob6paTnTech K CMCTEMHOMY
aAMMHUCTPaTOpPY, YTOBbl 06HOBMTL
Tabauuy

12.4. Tabnuua cooblieHnn u peweHnin

[Monb3oBaTeNnb UAK NAPO/b HE
,Cl,elzCTBVITe/'IbeI

Nma nonb3osaTena nim
Nnapo/ib BBeAEHDI
HEeNnpaswW/bHO N1 HEBEPHbIE.

[MonbITaTbCA CHOBA BBECTU MmMA
nosib3osaTens 1 MNaponb. Ecan owmnbka
NOBTOPAETCA, MOBEPUTL, YTOOLI Mms
nosb3oBaTens 1 MNaponb 6bian
NPaBUAbHbLIMMU.

Ecam owmnbka He ycTpaHeHa,
06paTnTbCA K AOMMHUCTPATOPY
Cuctembl 414 06HOBAEHUA/NPOBEPKM
MMEHM Nob30BaTeNd 1 Napoaa.

[Monb3oBaTeslb C BpEMEHHO
3a6/10KMPOBAHHbIM aKKayHTOM

NMonb3oBaTenb He nmeeT
noctyna kK ECGWebApp Holter
/ ECGWebApp ABPM.

ObpatnTbCs K ADMUHUCTPATOPY
CucTembl M NPOBEPUTH, YTO Ball
No/1b30BaTe/b ellle aKTUBEH U UMeeT
paspelleHue Ha JoCTyn.

Henb3s yaoanuTb yCTPOMCTBO
MO YMONYaHUIO

MprHATa NONbITKA YAaNUTb
MoapasaeneHue "no
ymon4aHuto".

MpuBsA3aTb CBOMCTBO "NoO ymonyaHuto"
K Apyromy noApasaeneHunto nepes ero
yoaneHvem (cm. nap. 10.6)

HeBO3MOXHO yaannTb
YCTpOWCTBa C
COOTBETCTBYOLLMMM
pe3ynbTaTtamn obcienoBaHuUi

MNpeanpuHATa NOMbITKA
y4ANUTb NoApasaeneHune, K
KOTOPOMY MpPMBA3aHbI
obcnenoBaHuA.

HeBO3MOXHO yaanTb
noapasaeneHuns, K KoTopomy
npuBasaHbl 0bcnenoBaHmA.

YiKe CyWecTByeT yCTPOMCTBO C
TaKMM e KoJoM

MpeanpuHATa NOMbITKA
co34aTb HOBOE
noApasaeseHne C TakUM e
KOZIOM, KaK Yy yxKe

Ko noapasgeneHusa yHUKaneH.
MPMCBOUTL HOBOMY NOAPA3AENEHMIO

Apyrom Koa,

88




ECGWebApp Holter - ECGWebApp ABPM
12. TEXOBCNYXUBAHUE, HEMCMPABHOCTM U CMIOCOBbI MX YCTPAHEHUA

CYLECTBYIOLLEro
noapasaeneHus.

CocTosiHne obcnefoBaHue He
0DBHOBNEHO: BbINOAHUTb
obHoOBNEHME cenyac?

OTKpbIT pexumm
bopmmpoBaHma oTyeTa 06
obcnenoBaHWK, COCTOAHNE
KOTOPOro M3MEHEHO APYrnm
NoNb30BaTENEM.

O6HOBUTL CTPaHULLY, 4TObbI
npaBWAbHO 0TOBPA3UTL TEKYyLLEE
COCTOsIHMe 0bcnenoBaHms.
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13. TEXHUYECKUE OAHHbIE

MuHUManbHble TpeboBaHWA K cepBepy

TpeboBaHMA K cepBepy Nepeyvmc/ieHbl B PyKOBOACTBE aMMHUCTPaTopa B rnase: CuctemHble TpeboBaHms K

cepsepy

MuHUManbHble TpeboBaHWA K pabounm TepmmuHanam

Bpay3sep oo,

XapaKTepmCTUKU apxmBa
TUN APXMBA cooeivvviiiiiiiiiiiiiiieieieienees
BMEeCTUMOCTb apXMBa..........ccc.........

CoBMmecTMMble obcnegoBaHuA ........

®dunbTpbl apxmsa obcnenoBaHUN....

PyHKUMM apxnBa obcnenoBaHu. ...

Chrome ver. >=99
Firefox ver. >=97
Edge ver. >=99

13" nnn 6onee (pekomeHayetcs He meHee 18.5”)
paspelweHune 1366x768 nnm bonee

basa gaHHbIx SQL Server 2016>

10 I'b (ans apxmea SQL Server 2016/2019 Express)

3K cyToyHOe MOHUTOPUPOBaHKe B dopmaTe PDF

CyTouHOE MOoHMTOpPMpoBaHMe KT, MONHOCTLIO 3aMMCbIBAETCA B BUAE
HeobpaboTaHHbIX AaHHbIX — Mosabko ECGWebApp Holter)

JKT B cocTosiHMM cTpecca (coxpaHsaeTca B dopmaTe PDF)

CyTo4yHOEe MoHuUTOpUpoBaHue ALl (bopmaT PDF)

CyTouHOEe MoHUTOpKpoBaHue KT, NONHOCTLIO 3aMMCbIBAETCA B BUAE
HeobpaboTaHHbIX AaHHbIX — Mosabko ECGWebApp ABPM

BeinonHeHHsle npubopamu Cardioline.

OTnpasutens

Ob6cnenoBaHus, A8 KOTOPbIX TpebyeTcs COCTaBUTb Mea3aK/deHne
Tun obcnenoBaHms

Hata 3anuncu

MNeanaTpuyeckoe obcnenoBaHme

OTtobpaxeHue

MNposepuTb

CocTaBneHne Mea3aKt04eHNN
SkcnopT PDF

MNevaTb
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13.1. MpumeHeHHble rapMOHU3UPOBaHHbIE CTAaHAAPTDI

EN ISO 15223-1 MeaunumHckme npnbopbl - CUMBO/IbI, KOTOPbIE 0/KHbI
NPUMEHATHCA Ha STUKETKAX MeAMUMHCKOro 0bopyaoBaHMA, ero
MapKMpPOBKe W B NpeaocTaBnaemon nHdopmaumm - Hactb 1:
Obwme TpeboBaHuUA

EN 1041 NHbopmauma, npeaocTaBaseman n3roToBuTenem
MeaMLUMHCKOro obopyaoBaHma

EN ISO 13485 MeanumHckme npnbopsbl - CUCTEMbI YNIPaBAEHUA KAYeCTBOM -
TpeboBaHMA ANs Lenel peryanpoBaHna

EN ISO 14971 MeauumHckme npnbopsbl - NMpUMeHeHne ynpaBaeHmsa puckamm
K MeAULUMHCKMM nprbopam

EN 62304 MporpammHoe obecneyeHme meanUMHCKMX NPpUBopPoB -
Mpouecchl }KM3HEHHOTO LIMKAA NPOrpaMmHoro obecneyeHms

EN 62366 MeauumHcKmne Nnpnbopbl - IProHOMUYHOE NPOEKTUPOBAHME
MeaNUMHCKMX NprbopoBs

MEDDEV 2.1-6 anBaps 2012 PekomeHaaummn no Keanndukaumm n knaccmdukaumm
OTAE/NbHOro NPOrpaMmHoOro obecneyeHms, MCNOAb3YEMOTO B
371paBOOXPAHEHNN C y4eTOM TpeboBaHMM K MeAMLMHCKUM
nprubopam

IEC/TR 80002-1 MeanumHcKme Npnubopbl - IProHOMUYHOE MPOEKTUPOBAHNE
MeanLMHCKNX Npubopos I1SO 14971
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1. GENERAL INFORMATION

This manual is an integral part of the device and should always be available as support material to the clinical
practitioner or the operator. Strict compliance with the information contained in this manual is an essential
prerequisite for a proper and reliable use of the device.

Have the operator read the manual thoroughly as the information related to the different chapters is only
described once.

1.1. Other important information

This manual was written with the utmost care. Should you find any details which do not correspond to those
contained in this manual, please inform Cardioline SpA who will correct such inconsistencies as soon as
possible.

The information contained in this manual is subject to change without notice.
All changes will be in compliance with the regulations governing the manufacturing of medical equipment.

All trademarks mentioned in this document are property of their respective owners. Their protection is
guaranteed.

No part of this manual may be reprinted, translated or reproduced without the manufacturer's written
authorisation.

The code relating to this manual is listed below.

Language Code

ENGLISH 36529364_ENG

This manual refers to the software version sw. v. 200209.
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2.  SAFETY INFORMATION

Cardioline SpA will be held responsible for the safety, reliability and functionality of the devices only if:

the assembly operations, modifications or repairs are carried out by Cardioline SpA or by its Authorised Service
Centre;

The device is used in compliance with the instructions provided in the use manual.

Always contact Cardioline SpA should you wish to connect any devices not mentioned in this manual.

& Warnings

=  This manual provides important information on proper use and safety of the device. Failure to comply
with the described operating procedure, improper use of the device, ignoring the specifications and
recommendations supplied, may cause severe physical injuries to the operators, patients and
bystanders, or may damage the device.

=  The device cannot be modified in any way.

= The device captures and presents the data that reflects the physiological condition of the patient; this
information can be examined by specialist medical staff and will be useful in providing an accurate
diagnosis. In any event, the data cannot be used as the only means to make an accurate diagnosis of
the patient.

= The operators for whom this device is intended must have the required competence regarding
medical procedures and the treatment of patients. They must also be sufficiently trained in using the
device. Have the operator carefully read and understand the contents of the operator manual and the
other annexed documents before using the device for clinical applications. Inadequate knowledge or
training could be at a greater risk for the physical safety of operators, patients and bystanders, or
could damage the device. If the operators are not trained on device use, it is recommended to contact
Cardioline or their Authorised Distributor to schedule an adequate training course.

= |n case of unexpected events or malfunctions, contact Cardioline or their Authorised Distributor
immediately.

=  The correct use is the pressure monitoring of adults. The recorder should be used only under medical
supervision.

= The doctor must be certain that, according to the health of the patient, the use of the device will not
damage blood circulation in the arm.

=  Petechial haemorrhages or subcutaneous haematomas may occur in some patients; all patients must
be told when putting on the cuff that if they experience pain they should switch off the equipment
and inform the doctor.

= The doctor should explain to the patient that, particularly when sleeping, the equipment should be
positioned in such a way that the tube cannot be compressed. If the patient is not fully competent,
the equipment should be worn only under supervision.

CARDIOLINE
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The shoulder strap or cuff tube can become entangled around the patient’s neck and lead to
strangulation; because of this risk from the tube and cuff, the recorder may not be used for patients
who are legally incompetent, and must not get into the hands of unsupervised children.

The air tube between the recorder and the cuff must never be knotted, compressed or stretched.
The air tube may kink when inflated.

The device is protected against the effects of a defibrillator discharge.

The cuff is the applied part.

To prevent death or any serious personal injuries during defibrillation, avoid contact with the device
or patient cables. It is furthermore necessary to properly position the defibrillation pads with respect
to the electrodes in order to minimize patient skin burns.

This device is designed to be used only with the probes and accessories specified in this manual.
The cuff may cause skin irritation; check the skin for any irritations or inflammations.
To prevent any infections, clean the reusable accessories after each use.

The quality of the signal may be adversely affected by the use of other medical equipment such as
defibrillators and ultrasound machines.

There is a risk of explosion. Do not use the device in the presence of flammable anaesthetics.

There is no safety hazard if other equipment, such as pacemakers or other stimulators, is used
simultaneously with the device; however, disturbance to the signal may occur.

Do not use the device for direct cardiac applications

The device is not designed for use with high-frequency (HF) surgical equipment, and does not provide
any protective means against hazards to the patient.

The operation may be adversely affected by the presence of strong magnetic fields such as those
produced by electrosurgery equipment.

The use of the device is not recommended in the presence of medical diagnostic imaging equipment
such as the Magnetic Resonance Imaging (MRI) or Computerised Axial Tomography (CAT) in the same
environment.

Only use the recommended batteries. Using other types of batteries may cause danger of fire or
explosion.

The low battery warning is designed for the recommended batteries only. Using other types of
batteries may lead to a lack of indication resulting in device failure.

The case of the device is not protected against liquids penetration; devices in which liquid has
infiltrated should be cleaned as quickly as possible and checked by an authorized Service Centre.

Do not clean the device or the patient cables by submersing them in liquid, autoclaving, or steam
cleaning. This may cause serious damage to equipment or reduce its lifespan. Using non-specific
detergents/disinfectants, failure to comply with the recommended procedures or contact with non-
specific materials may cause additional risks to operators, patients or bystanders or may damage the
device. Do not sterilise the device or the patient cable with ethylene oxide gas (EO). Refer to Section
7 for instructions on proper cleaning and disinfection.
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Do not leave the air tube unattended in the presence of children as they could be accidentally
strangled.

The Walk200b device is designed to be connected to a PC. The system that consists of the Walk200b
device and the non-medical PC equipment is defined as an electromedical system. The adoption of an
electromedical system requires compliance with the requirements of the Directive.

The use of a medical separation transformer must be used with the electromedical system consisting
of the Walk200b, a PC and any other non-medical equipment (such as printer and monitor). Consult
a CARDIOLINE® Service Centre for more detailed information. Alternatively, a PC compliant with
medical standard EN60601-1 can be used. A separation transformer cannot be used unless
compliance with the following conditions has been confirmed with absolute certainty:

o

After measurements taken according to the EN60601-1 standard, the dispersion currents in
the case of the PC and of any other non-medical devices that are connected (monitor, printer,
etc.) are less than 0.1 mA.

The non-medical devices in the system are connected outside the patient area, that is, not
within 1.5 m of the patient and/or his or her bed.

If a separation transformer is not used, install the system in such a way that the operator
cannot touch the patient and the case of the any non-medical equipment outside the patient
area at the same time.

If the PC and any other non-medical devices that are connected (monitor, printer, etc...) are
powered by the medical separation transformer, they may be located inside the “patient
area”, i.e. within 1.5 m of the patient and/or his or her bed.

The PC and any other devices to be used in the system (monitor, printer, etc.) must only be
connected to the separation transformer using the cables and any other accessories supplied
with the system. Extension cords, socket adapters and other types of connections may not be
used unless supplied with the system.

It is categorically forbidden to connect other equipment that is not part of the system to the
separation transformer or to a multiple extension cord supplied with the system.

If a non-medical device that is part of the system is connected to a non-prescribed type of
socket (a wall socket, for example), the system no longer complies with medical standards and
the patient may be endangered.

If a non-standard device is connected to the socket of the separation transformer specified
for the system devices, this could create situations of danger for the patient, operators or
environment (overloading or overheating of the sockets and separation transformer.

The separation transformer and any multiple sockets connected to it must not be placed
directly on the floor or any area that may be flooded, or in which dirt may accumulate. The
transformer and sockets must be placed in an area that is easy to inspect, both for regular
cleaning and for the required maintenance.

The installer must install the system in the optimum way to satisfy the safety regulations and
provide the greatest facility and ease of use by both the user and the patient.

The user must ensure that cleaning and required maintenance of the system is performed. In
particular, the separation transformer, the socket or sockets attached to it, and to the non-
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medical device (PC) must be kept in a dry area, with no accumulation of dirt and dust. Check
the integrity of the cables regularly.

@ The earth used by the system must be efficient and compliant with the requirements for
electrical systems for public and/or medical use.

The device is in compliance with the requisite required by the Directive R&TTE on the devices of radio
transmission. In order to protect the device from other devices not in accordance to the normative
aforesaid, we suggest to put the device away from other devices that use the Bluetooth transmission.

On first use, make sure that the device has not been damaged during transport and that it operates
perfectly.

The device has been calibrated by the manufacturer; a label inside the battery compartment shows
the calibration’s expiry date.

It is recommended to check the calibration regularly - at least once every other year. The calibration
may be verified by Cardioline or by any authorised service centre.

The device may be used with the bag or the Walk200b Waterproof case mentioned in paragraph 8.2.
The bags are not meant to come into direct contact with the body; it is therefore recommended to
place them over a piece of clothing (e.g. a T shirt).

& Attention

The device and the accessories should be cleaned before use. Check the connections for any damage
or excessive wear before each use. Replace the cable and cuff should they present any damage or be
excessively worn.

Do not pull or stretch cables as this could result in mechanical and/or electrical failures.

There are no user-serviceable parts inside the device. The device can only be dismantled by qualified
service personnel. Any malfunctioning or defective device must be excluded from use and be
checked/repaired by qualified service personnel before being reused.

The device does not require any calibration or special instrumentation for correct use and
maintenance.

When it is necessary to dispose of the device, its components and accessories (e.g.: batteries, cables,
etc) and/or packaging material, comply with local standards for waste disposal.

The recorder should not be exposed to direct sunlight and should not be placed near direct source of
heat to prevent it from overheating

Defective segments in the LCD's can cause wrong interpretation of measurement values and lead to
false diagnosis. Defective LCD's must be replaced immediately by the manufacturer or an Authorised
Service Centre.

Notes

The movements of the patient may generate excessive noise and affect the quality of the signal or the
correct analysis of the device.
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= Asdefined by the IEC 60601-1 and IEC 80601-2-30 safety standards, the device is classified as follows:
@ |P class equipment (internal power ME)
o Defibrillation-proof Type BF applied parts.
@ QOrdinary equipment.
@ Not suitable for use in the presence of flammable anaesthetics.
@ Continuous operation
= Accuracy of measurements taken with the device is compliant with [EC 80601-2-30.
= The device is a Class lla in compliance with Directive 93/42/EEC.

= The device has IP 2x protection rating against the ingress of solid particles and water. It is therefore
protected against solid particles with diameter greater than 12 mm. The Walk 200b Waterproof case
(see para. 8.28.2) has IP 2x protection rating against the ingress of solid particles and water; it
therefore protects the device against water drops falling at a maximum angle of 15° when used with
the device. Without the Walk200b Waterproof case, the device is not protected against liquid
penetration.

=  The Walk200b Waterproof case is required for use in a domestic environment.
= |n order to prevent damage to the device during transportation and storage (when still in its original

packaging), comply with the following environmental conditions:

Ambient temperature................... -20°C to 50°C
Relative humidity........cccoovvvveennn.n. 15% to 95%

= The device is intended for use in hospitals or doctor's offices and should comply with the following
environmental requirements:

Ambient temperature................... +10°C to 40°C
Relative humidity..........ccccuvveeee..n. 15% to 90%
Athmosferic pressure ................... 700 hPa to 1060 hPa

=  The measurements’ accuracy level is + 3 mmHg.

2.1. Warnings for the patient during the exam

The device was designed for Ambulatory Blood Pressure Monitoring (ABPM). The device can also perform
continuous recordings for 24 hours.

Clinical practice requires the Patient to wear or carry the device inside or outside the hospital, in indoor
premises as well as outdoors. It is therefore especially important for the patient to be sufficiently instructed
regarding the operations they are authorised to perform and the related risks.
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In particular, the following warnings must be explained to the patient:

The device must be worn throughout the test;
If the device is used inside the bag, it may not be removed;

The device is not protected against the ingress of liquids, unless it is used inside the Walk200b
Waterproof case (see para. 8.2). It should therefore never get wet;

The device emits a sound to signal particular events, such as an empty battery. In such cases, contact
the doctor of reference or the outpatient clinic for instructions;

In case of pain during the measurement, turn off the device, remove the armband and contact a
doctor.

During the measurement procedure, the patient must be relaxed and keep the arm still. Excessive
movement (e.g. flexing the muscles) may affect the results of the measurement. Walk slowly or stop
during the measurement.

If the armband detaches accidentally, contact the doctor of reference or the outpatient clinic for
instructions;

The device might be damaged by impacts and falls, which may cause it to malfunction and interrupt
the test scheduled;

Inform the patient that the cables and armbands must be kept away from children, as they pose a risk
of suffocation or strangulation.

The measurements’ accuracy level is + 3 mmHg.

NOTE: if the device is used in accordance with this manual and new batteries are used for every test, the patient
must not replace the battery, as its life is compatible with the duration of the test.
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3. ELECTROMAGNETIC COMPATIBILITY (EMC)

This device requires particular precautions regarding Electromagnetic Compatibility. It must therefore be
installed and commissioned in compliance with the information on Electromagnetic Compatibility contained
in this manual.

Portable and mobile radio communication equipment can affect operation of the device.

Using accessories, transducers or cables different than those specified in par. 8.2 can increase the emissions
or decrease the immunity of the appliance.

& Warnings

= This device is only intended to be used by professional healthcare personnel. This device could
generate radio interference or disturb operation of the equipment in the vicinity. Therefore it could
be necessary to take measures to mitigate these effects, such as re-directing or repositioning the
device or shielding the room.

= The use of accessories and cables other than those recommended by Cardioline may cause an increase
in emissions or a lowering in the protection of the system.

= The device must not be used near or superimposed to other equipment. If necessary, check that the
device works according to its standard operation.

Electromagnetic compatibility during the use of the device is required with the surrounding devices.

An electronic device can generate or receive electromagnetic interference. The electromagnetic compatibility
test (EMC) has been carried out on the electrocardiograph in compliance with the international EMC directive
for medical equipment (IEC 60601-1-2). This IEC standard has been adopted as a European standard (EN
60601-1-2).

Fixed, portable and mobile equipment for RF communication may affect the protection of the medical
equipment. See par. 3.1.4 for the recommended separation distance between the radio equipment and the
device.

3.1.1. Guidance and Manufacturer's declaration - Electromagnetic emissions

The Walk200b is intended to operate in the electromagnetic environment specified below. The customer or
the user of the Walk200b must guarantee that it is used in this environment.

The Walk200b uses RF energy only for its internal function. Therefore, its
Group 1 RF emissions are very low and are not likely to cause any interference in
nearby electronic equipment.

Radio frequency (RF) emissions
CISPR 11

Radio frequency (RF) emissions The Walk200b is suitable for use in all establishments, including domestic

Class B

CISPR 11 establishments and those directly connected to the public low voltage
Harmonics emissions Not power supply network that supplies buildings used for domestic
IEC 61000-3-2 applicable purposes.
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Voltage fluctuations/
flicker emissions
IEC 61000-3-3

Not

applicable

3.1.2. Guidance and Manufacturer's declaration - Electromagnetic immunity

The Walk200b is intended for use in the electromagnetic environment specified below. The customer or the
user of the Walk200b should assure that it is used in such an environment.

Electrostatic disch
ectrostatic discharge +/-6 KV contact

+/- 6 kV contact

Floors should be wood, concrete or ceramic tile. If

(50/60 Hz)

(ESD) ) ) floors are covered with synthetic material, the
-8kv -8kV
IEC 61000-4-2 +-8kvair +/-8kVair relative humidity should be at least 30 %.
Electrical Fast Transient/ +-2 kv.for power +-2 kv'for power . . .
supply lines supply lines Mains power quality should be that of a typical
Burst ) ) .
+/- 1 kV for +/- 1 kV for commercial or hospital environment.
IEC 61000-4-4 ) . . )
input/output lines input/output lines
+/- 1kV line(s) to +/- 1 kV line(s) to
Surge line(s) line(s) Mains power quality should be that of a typical
IEC 61000-4-5 +/- 2 kV line(s) to +/- 2 kV line(s) to commercial or hospital environment.
earth earth
<5% UT
(>95% dip in Ur)
for 0.5 cycle
Voltage dips, 40% U
short interruption and (60% dip in U7)
voltage variations for 5 cycles . The device operates with buffer batteries and is
on power supply Not applicable desiened f ) )
input 70% Ur esigned for continuous operation
lines (60% dip in Ur)
IEC 61000-4-11 for 25 cycles
<5% Ur
(>95% dip in U7)
for5s
Power frequency and Power frequency magnetic fields should be at levels
magnetic field 3 A/m 3 A/m characteristic of a typical location in a typical

commercial or hospital environment.

NOTE: Ur is the AC mains voltage prior to the application of the test level.

3.1.3. Guidance and Manufacturer's declaration - Electromagnetic immunity

The Walk200b is intended for use in the electromagnetic environment specified below. The customer or the
user of the Walk200b should assure that it is used in such an environment.

Conducted RF 3Vrms

IEC 61000-4-6

From 150 kHz to 80

MHz

3V

Portable and mobile RF communications equipment
should be used no closer to any part of the Walk200b,
including cables, than the recommended separation
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distance calculated from the equation applicable to
the frequency of the transmitter.
Recommended separation distance:

35
d= JP
|:31”'m5 ]

d=[ 35 }fﬁ
3 /im From 80 MHz to 800 MHz

7
) 3V/m d_|:31'r;mi|ﬁ From 800 MHz to 2.5 GHz
Radiated RF From 80 MHz t0 2.5 | 3 V/m
IEC 61000-4-3 GHs '

where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter
manufacturer and d is the recommended separation
distance in metres (m).

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey (a),
should be less than the compliance level in each
frequency range (b).

Interference may occur in the vicinity of equipment
marked with the following symbol:

)

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects and people.

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and
land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in the location in which the
Walk200b is used exceeds the applicable RF compliance level above, the Walk200b should be observed to
verify normal operation. If abnormal performance is observed, additional measures may be necessary, such
as re-orienting or relocating the Walk200b.

b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

10
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3.1.4. Recommended separation distances between portable and mobile RF
communications equipment and the Walk200b

The Walk200b is intended for use in an electromagnetic environment in which radiated RF disturbances are
controlled. The customer or the user of the Walk200b can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF communications equipment (transmitters)
and the Walk200b as recommended below, according to the maximum output power of the communications
equipment.

d=1221F d=E21F d=1L1/P
i Eq Eq
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.17 1.17 2.33
10 3.69 3.69 7.38
100 11.67 11.67 23.33

For transmitters rated at a maximum output power not listed above, the recommended separation distance
d in metres (m) can be estimated using the equation applicable to the frequency of the transmitter, where P
is the maximum output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
and reflection from structures, objects and people.

11
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4. SYMBOLS AND LABEL

4.1. Explanation of the symbols

Comply with the instructions in the use manual

C E CE marking — compliance with the European Union directives
1936

u Manufacturer

REF Reference number (product code)

SN Serial Number

LOT Lot number

&I Year of manufacture

20XX

-||- Type BF equipment — defibrillation protection

Device with RF communication

Separate collection of electrical waste and electronic equipment

Consult instructions for use

Temperature variation

2 =3
1] ."
‘ : N,

Humidity variation

PR

-
N

Keep dry

No Latex

B

12
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No PVC

No DEHP

4.2.

Device label

13
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5. INTRODUCTION

5.1. Purpose of the manual

This manual deals with the Walk200b device.
The manual represents a guide for the execution of the following operations:

= Reasonable use of the device, of the function keys and of the sequence of menus.
= Execution of an exam. (Section 6)

= Maintenance and troubleshooting. (Section 7)

5.2. Recipients
This manual is intended for professional healthcare operators. They are therefore presumed to have specific
knowledge of medical procedures and terminology, as required by clinical practice.

5.3. Intended use

Walk200b is an outpatient non-invasive Ambulatory Blood Pressure (ABP) recorder for 24-hour monitoring.

The device measures the systolic and diastolic blood pressure and the heart rate. The pressure is measured with the
application of the oscillometric method.

The recorder can communicate with a computer via a wireless Bluetooth channel.

The device is indicated for use in healthcare: hospitals, medical clinics and offices of any size.

The device is designed to perform and record blood pressure measurements that may be used for the assessment
and diagnosis of the patient’s condition.

For the specific application and the related clinical practice, an interruption of the recording, which may make it
necessary to repeat the test, has no impact on patient safety.

=  The device is indicated for the performance and recording of BP measurements over a period of 24 hours at
specific intervals.

=  The device may not be used for monitoring blood pressure in intensive therapy or during surgery.
=  The device is not intended for use as a physiological monitor of vital signs.

= The device is not intended as the only means of diagnosis. The test results must always be checked and
validated by a specialist doctor.

=  The device is indicated for use on adults and children.
= The device is not intended for use on newborns.

=  There are no limits in terms of gender or race.

14
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=  The device is indicated for use by a doctor or personnel acting on the order of an authorised doctor, trained
in the use of devices measuring ambulatory blood pressure.

The device is indicated for use by patients adequately informed by the doctor of the following warnings:
=  The device must be worn throughout the tests;
= |fthe device is used inside the bag, it must never be removed,;

= The device is not protected against the ingress of liquids, unless it is used inside its protective carry case. It
should therefore not get wet;

= |f the armband disconnects accidentally, contact the doctor of reference or the outpatient clinic for
instructions;

=  The device may be damaged by impacts and falls, which may impair its proper operation and interrupt the
tests scheduled;

= Inform the patient that the armband and cables must be kept away from children, as they pose a risk of
suffocation or strangulation.

5.4. Description of the device

The device is a blood pressure monitoring recorder lasting 24 hours or more designed to perform ambulatory
monitoring tests during 24 hours or more.

Depending on the configuration purchased, the device may be equipped with a Bluetooth and/or USB
connection, through which it may be connected to a PC thanks to the dedicated software that is installed on
said PC. The connection works for both test preparation and download procedures.

The device is powered by battery.

The device includes:

1. Patient cable and cuff
2. Pouch
3. 2 batteries (AA 1.5V)

User manual

15
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5.4.1. General overview

uUsB

Rear view:

1
CARDIOLINE
walk2oob
3 : /A

S .
| —

1. cuff tube / air connector

2. Battery compartment

3. Bluetooth interface (not visible)

16
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Top view:

a
7 6
4. Start Key
5. Day/Night Key
6. EventKey
7. ON/OFF Key
8. LCD Display

5.4.2. Keys

ON/OFF

This key switches the Walk200b recorder on and off. To prevent switching it on or off by mistake, the key
reacts only after 2 seconds. As with all other keys blood pressure measurement can also interrupted
prematurely, causing the pressure in the cuff to be released rapidity. Warning: switch the unit on again to
continue.

Start ®

You have to press the start button to begin a 24 hours measurement session, and to perform a measurement
outside of measuring cycles previously indicated. Attention: The physician must verify the reliability of the
values of the first measurement, so that we can continue with successive measurements correct, and the
proper positioning of the cuff. In the event of an error, follow the directions in the paragraph "preparation for
the measurement and search of errors”. When you press the START button, on the display appears the number
of measurements recorded up to that moment, and start the manual measurement. During the first
measurement the cuff will inflate gradually. Once the necessary pressure in the cuff for the measurement of
the systolic blood pressure value has been determined, that value will be stored and will be reached
automatically in the subsequent automatic measurements. The patient can use the START button to record
an additional manual measurement outside of the recording protocol.

17
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\\

Night and day -"é)

This key allows waking and sleeping phases differentiated when recording, wich is important from the point
of view of statistical evaluation and graphic presentation. Briefly: the patient is instructed to operate the
DAY/NIGHT Key on going to bed and again when getting up in the morning. This adjusts the monitoring interval
to suit the individual patient and helps you in assessing the BP profile. As well as adjusting the interval, the
appropriate notes are shown on the printout. If this key is not operated, the change in interval will take place
according to the protocol selected

Event Marker @

This key allows the patient to record the time at which medication in taken or any events happen that may
cause blood pressure to rise or fall.

Pressing this key directly triggers a measurement. The patient should note the reason for pressing the Event
Key in the event diary.

5.4.3. Display

The LCD display is located on the front of the recorder housing. It displays useful information for the doctor
and patient on measurement data, monitor settings and measurement errors.

5.4.4. Acoustic signals

The acoustic signals used consist of single or multiple beeps.
The following signals are emitted:

= 1 beep: Switching on or off, start and completion of a measurement (except for night intervals),
removal of interface cable, end of IR communication, set-up and end of Bluetooth communication,
and measuring error

= 3 beep: system error

= Continuous beep: Serious system error (e.g. cuff pressure is greater than 15 mmHg for more than 10
seconds outside of a measurement)

=  Combined beeps: When deleting measurements manually, first one beep is emitted and 2 seconds
later 5 beeps

5.4.5. Cuff connection

The cuff connection is fitted on the front of the recorder housing. This metal plug is used to connect the
recorder with the cuff via the cuff tube and the metal cuff socket.

NOTE: Both the doctor and the patient should be aware that the metal plug (air connector) must always engage

with an audible “click”. Otherwise there will be a leaky connection between recorder and the tube that will
produce incorrect measurements.

18
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6. EXECUTION OF AN EXAM

=  Connect the cuff tube with one of the cuffs supplied (according to instructions in par. 6.3), by pushing
it onto the plastic connector.

= Connect the cuff tube with the socket on the front of the recorder housing.

= First check that the batteries have been inserted correctly. You should always use fully charged
batteries for a new monitoring session. Alternatively, you can use alkaline batteries. Take care to insert
the batteries the right way round.

NOTE: Use only the Ni-Mh rechargeable batteries with minimum capacity of 1500 mAh and maximum capacity
of 2450 mAh (AA) or alkaline batteries 1,5V ( AA). Other types of batteries with higher capacity o lithium ones
MUST NOT be used.

NOTE: It is recommended that the rechargeable Ni-Mh batteries be charged and discharged a few times before
using them with the device..

Always check the condition of your recorder first, before you give it to a patient. You can do this by observing
the initial displays shown on the recorder shortly after switching it on.
Press the ON/OFF key and look at the following sequence of displays should appear:

= Battery status (Volts): for Ni-Mh rechargeable batteries min. 2.75; for alkaline batteries min. 3.10

= Display segment test: 999:999 to 000:000; Along with the numbers, all the other LCD symbols are
shown. Check whether all segments are being shown correctly and completely (the complete code is
constantly being checked for correctness in the background)

= Current 24 hour time : Example: 12:55
If a fault occurs during the internal test, the recorder shows E004 on the display and emits an acoustic signal.

For safety reasons, use of the recorder is blocked. Return the recorder to your specialist dealer or directly to
Cardioline.
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6.2.2. Clearing memory

The memory must be cleared before each monitoring session, i.e. no blood pressure data from the previous
patient must be left in the memory. However, should values still be present, you can delete them with the
delete function of the analysis software.

You can clear the memory manually, by holding the START key for more than 5 seconds. A number will appear
in the display indicating the number of measurements present in the memory (after the prompt clr). To
confirm that you want to erase the memory press and hold the event  key (within 5 seconds after the prompt
clr). The following prompt 000 in the display confirms that the memory has been erased.

6.2.3. Setting the time/date

The Walk200b has an internal buffer battery that allows the clock to continue running even after the batteries
have been removed. You should nevertheless check the time and date before each measurement series.

The time and date can be set with the CUBE analysis software. You can also set the time and date manually by
holding the START key and then pressing the EVENT key. Now you are in the “Set time” mode. Use the START
key to change the number in question, and use the EVENT key to jump to the next.

6.2.4. Inserting patient data (ID)

The recorder must be prepared inserting the patient data (ID), so that measurements are allocated correctly
when reading out.

Patient data can be transmitted to the recorder using one of the compatible Cardioline software (Cubeabpm,
webuploader or Device Web Manager). Please refer to the user manual of these software for more
instructions.

6.2.5. Setting the measurement protocol

The protocols can be set using the Cubeabpm software

Each interval is configurable with measurements from 5, 10, 15, 20, 25, 30, 40, 50, 60, 90 and 120 minutes.
By scheduling an interval of automatic measurements every 5 minutes (minimum interval) for both day and
night, in 24h you will have the opportunity to make N. 288 measurements.

In addition to the programmed automatic measurements, pressing the Event Marker button will allow you to
start additional manual measurements to the preset duty cycle until a maximum of 300 measurements are
reached in total.

You can also set the protocols manually by pressing the DAY/NIGHT button and then pressing the EVENT
button. Use the START button to change protocol, and then confirm with the EVENT button.

08:00+23:59 |4 YES

1 YES
00:00+07:59 |2 NO

2 08:00+22:59 | 4 YES YES
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23:00+07:59 |1 NO
07:00+21:59 |4 YES

3 NO
22:00+06:59 |2 NO
08:00+23:59 |4 YES

4 NO
00:00+07:59 |2 NO
18:00+09:59 | 4 YES

5 YES
10:00+17:59 |2 NO
07:00+23:59 |4 YES

6 YES
00:00+06:59 |2 NO
06:00+22:59 |4 YES

7 NO
23:00+05:59 |2 NO
07:00+09:00 |6 YES

8 08:59+23:59 |4 YES YES
00:00+06:59 |2 NO

9 09:00 + 08:59 | 30 NO YES

10 telemedicine 08:00+07:59 | 30 YES NO

NOTE: protocols 1,2 and 10 are set as standard, but can be changed. Protocol 5 is suitable for night time activity
(night shift). Protocol 9 is the Schellong-test.

6.2.6 Activation of the connection with the PC

Setting patient data or the measurement protocol via software, as indicated in the previous paragraphs,
requires the Walk200b to be connected to the computer on which the software is installed.
If the device is equipped with a USB connection:

= Open the recorder's battery door and put in the batteries, then close the door;

=  Connect the device to the PC using the supplied USB cable, make a note of which COM port has
been assigned to the USB cable by opening the "Device Manager" in the Ports section (COM and
LPT):
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2 . - clEl
File Action View Help
s m O Hm & FRS

4 g8 Marguetts ~
I § Audo mputs and outputs
I+ 3 Betteres
¢ © Bluetooth
€ et Wiredesz 1702 Blustooth va i+ M5
1 | Computer
o Dk drives
85 Dusplay adaptens
I o3 DVO/CD-ROM derven
05 Human Inteface Devices
1 g IDE ATAJATAPI controliers
=5 Imaging devices
} &= Keyboards
i [ Mice and cther ponting devces
Monitors
} Network adapters
4 'Y Porta [COM & LPT)
'S Prokfic UsB-to-Serial Comm Port (COMS)
&0 Print queues
e e
+ B Processoes
L Software devices
& Seund, video and game controbers
I Q Storage contrclien
I B Stern devices
1§ Unwensal Seral Bus contrellers v

= Press the key to turn on the recorder, wait for CO to appear on the screen

=  When prompted, select the outgoing COM port from the drop-down menu and press the Add COM
port button;

= Press the Retry button;

Failed to connect to the ABPM device

r~Input port far walk200b device:

Add COM part
— [I

Remove COM part

ylms

[ Input port for BPONE device

[~ Also search for BPONE device

I j‘

Betry Lancel |

NOTES: Once programmed via USB, any button on the recorder must be pressed to exit PC connection mode.

In case the device has a USB connection with Windows 11 operating system:

e (Connect the USB cable, the driver is automatically installed with an error;
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23

Open the "Device Manager" in the Control Panel, expand the COM \ LPT Ports section and search for

the Prolific device not installed

E‘_-. Device Manager =
File Action View Help

e DB HE & B EX®

> 8 Modems

» [ Monitors

> [ Network adapters

v ﬁ Ports (COM & LPT)
ﬁ Collegamento standard seriale su Bluetooth (COM10)
ﬁ Collegamento standard seriale su Bluetooth (COM4)
ﬁ Collegamento standard seriale su Bluetooth (COM6)
ﬁ Collegamento standard seriale su Bluetooth (COM7)

» = Print queues
» = Printers
> [ Processors
> B Security devices
> [3 Sensors
-t . .

ﬁ PL2303TA DO NOT SUPPORT WINDOWS 11 OR LATER, PLEASE CONTACT YOUR SUPPLIER.

Select and uninstall it with the right mouse button;

> Menitors
> P Network adapters
v @ Ports (COM & LPT)

@ Pleaseinstall corresponding PL™~ " = e ss e e 05,
@ Porta di comunicazione (COM® Update driver

> = Print queues Disable device

> O Processors T ——

> WY Security devices

> [ Software devices Scan for hardware changes

> ¥ Sound, video and game controller:

> S Storage controllers
> @ System devices
> @ Universal Serial Bus controllers

Select also "Attempt to remove the driver" and press "Uninstall"

Uninstall Device X

& 3 PL2303TA DO NOT SUPPORT WINDOWS 11 0OR
LATER, PLEASE CONTACT YOUR SUPPLIER.

Waming: You are about to uninstall this device from your system.

8 Attempt to remove the driver for this device.

Note: Driver may not be removed ff it is still in use by other
devices. Use the Devices by driver view to manage drivers

separately.
Concel
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e Download and install the driver
http://www.prolific.com.tw/UserFiles/files/PL2303 Prolific Driverlnstaller vl 12 0.zip

e |mmediately after download and install the program
http://download.microsoft.com/download/f/2/2/f22d5fdb-59cd-4275-8¢95-
1bel7bf70b21/wushowhide.diagcab, start it and select the proposed Prolific driver

X

l' Show or hide updates

Troubleshoot and help prevent computer problems

BN Show or hide updates
Select the updates that Windows will install automatically

Advanced

Publisher: Microsoft Corporation

Privacy statement

Next I Cancel

e Select the Prolific drivers proposed by the software and press “Next”, complete the guided
procedure;

B® Shew erhide updates

Hide updates
Updates are available, Select the updates that aren't working, Windows wall not install hidden
updates. Fun this troubleshcoter again to show hidden updates so they install automatically,

@ Prelific - Ports - 3.8.40.0
B Prolific - Ports - 3.6.41.0
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In the "Device Manager" check that the Prolific peripheral is installed correctly, take note of the
associated serial port;

) Mice and other pointing devices
[ Monitors
P Network adapters
ﬁ Ports (COM & LPT)
ﬁ Porta di cormunicazione (COMT)
ﬁ Prolific USB-to-Senal Comm Port (CORM3)
= Print queues
] Processors

B} Security devices
B Software devices

£ W oW oW

WOW W W

Turn on the recorder by pressing the button , wait for CO to appear on the display;

When prompted, select the outgoing COM port from the drop-down menu and press the Add COM
port button;

Press the Retry button;

Failed to connect to the ABPM device.

Input port for walk200b device:

~Input port for BPONE device

[~ Also search for BPONE device

I j‘

Betry Lancel |

If the device is equipped with a Bluetooth connection:

25

Open the recorder's battery door and put in the batteries, then close the door;

Press the key to turn on the recorder, wait for the clock to appear on the screen;

Press the key (D for 5 seconds to activate the Bluetooth connection, BT should appear on the
screen;

On first activation, you must carry out the pairing procedure;

On the PC, click on the Bluetooth icon and select Add new Bluetooth device > Add Bluetooth or other
type of device > Bluetooth > Select the walk200b serial number; if asked, use the pairing code 6624.
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Add a Bluetooth Device %
Allow a Device to Connect
Show Bluetooth Devices

Bluetooth & other devices

Send a File
Pemshe 2 e 14 Add Bluetooth or other device

Join a Personal Area Network

Open Settings

Bluetooth

Remove Icon
@D on

Bluetooth

Mice, keyboards, pens, or audio and other kinds of Bluetooth devices

=  Wait until Windows has finished the installation, then click again on Other Bluetooth options and
COM ports;

= Note down the output COM port and serial number;

—

Impostazioni Blueto

Opzioni | Porte COM | Hardware | Cartella condivisa

I PC utilizza le porte COM (seriali) elencate di s
necessaria una porta COM, consultare la docun
Bluetooth.

Porta Direzione MNome
Cl coms In uscita AAAIGT 'Bluetool

COMS ningresso  AAAIGT

=  When asked, select the output COM port from the drop-down menu and press the key Add COM
port;

"  Press the Retry key;

ABPM device u

Failed to connect to the ABFM device.

Input port for wallk200b devices

Add COM port k
D

Remove COM port

MS

Input port for BPONE dewice:

[~ Also gearch for BPONE device

‘ Retry ) LCancel
4
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6.3.

Putting on the recorder

Put the equipment pouch on the patient. By varying the length of the strap you can use it either as a hip belt
or a shoulder strap. Alternatively, use a normal belt that matches the patient’s clothing.

Now fit the cuff on the patient; correct cuff fit is extremely important for accurate measurement (see figure
beloe). The cuff can also be worn over the shirt or blouse. We recommend that the cuff be fitted on the bare
upper arm. In this case, bring the tube out between the buttons of the shirt or blouse, around the back

of the neck to the ABP monitor on the right-hand side.

Placing the cuff

Please note the following points:

1.

27

When putting the recorder on the patient, the recorder must not be connected to other external
equipment.

The cuff must fit so that the air tube cannot be kinked or compressed at any point. The tube
connection on the cuff should therefore be directed upwards. The air tube should allow free
movement of the upper arm and should run over the back of the neck to the other side of the body.

Itis essential to ensure that the artery symbol lies over the brachial artery. When the cuff fits correctly,
the metal strip is on the outer side of the upper arm (elbow side).

The material loop must cover the skin under the metal strip.
The lower edge of the cuff should be about 2 cm above the bend of the patient’s elbow.

The cuff should fit relatively snugly on the upper arm. Correct fit can be checked by a simple test:
there should be room to slip one finger under the cuff.

The correct cuff size is also important if blood pressure is to be measured correctly.

To obtain reproducible results, standardised monitoring conditions are required, so the cuff must be
the correct size for the patient. Using the tape measure supplied, measure the circumference at the
middle of the upper arm and select the appropriate cuff:

Upper arm circumference cuff
14-20 cm XS
20-24 cm S
24 -32 cm M
32-38cm L

CARDIOLINE



Walk200b
6. EXECUTION OF AN EXAM

38-55cm XL
9. Connect the air tube from the cuff to the ABP recorder.

10. Push the tube firmly over the connection until a click is heard as it engages; to disconnect, simply pull
back the outer metal ring on the plug.

11. The recorder is now correctly fitted and ready for use.

NOTE: The bag and the Walk 200b Waterproof case, mentioned in paragraph 8.2, are not intended to come
into direct contact with the body. It is therefore recommended to place them over a piece of clothing (e.g. a T
shirt).

6.4. Starting measurements

Once all these steps have been completed, the monitor can be started. First, a manual measurement must be
carried out by pressing the START key.

This measurement is used to determine whether the recorder is working correctly.

If errors occur, check once more that the procedure followed in setting up and fitting the equipment was
correct. Should this not solve the problem, repeat the setting-up procedure.

Only after a successful manual measurement the patient can be allowed to leave with the equipment.

6.5. Interrupting measurements

During a measurement, any key can be used to interrupt the measurement.
The display then shows “-STOP-" and beeps 5 times.
The process is also saved in the table of measurements under “Interruption”.

6.6. Download of the recordings

At the end of the measurement the recordings can be downloaded from the recorder using one of the
compatible Cardioline software (Cubeabpm, webuploader or Device Web Manager). Please refer to the user
manual of these software for more instructions.

28
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7. MAINTENANCE AND TROUBLESHOOTING

7.1. Principal sources of error

The following may cause faulty measurements or undesired results:
=  Arm movement by the patient during the measurement
= Switching off the device (e.g. at night)
= Incorrect cuff size fitted
= Slipping of the cuff in use
= Absence of successful manual measurement at the surgery
=  Failure to take medication
= |ncorrect protocol set by the user
=  Batteries not fully or correctly charged, or worn out

= Defectin the charging unit

In case of failed measurement, Walk200b will automatically start an additional measurement after 3 minutes
from the previous failed one.

7.2. Cleaning of the recorder

Cleaning operations must be performed by medical staff.

Don’t sterilize the device.

To clean and disinfect the equipment surface, use a sterilizing detergent solution as generally used in hospitals,
with low alcohol content. The unit surface may be cleaned with a wet tissue, but the liquid must never infiltrate
the equipment.

Wash the electrodes with water and/or use only cool sterilization.

NOTE: remove the battery before the cleaning.

7.3. Cleaning of cuffs

Cleaning operations must be performed by medical staff.

The cuffs are reusable for an unlimited period of time.

Before washing, remove the air cushion. Take care not to kink the air cushion in the covering cloth after
replacement. Wash the covering cloth with warm water(~30°C) using a mild washing powder (do not spin).
Do not use fabric softeners or other aids (disinfectant rinses or textile deodorants), these solutions may leave
residues and damage the materials.

The cuff sleeve is not suitable for drying in a tumble dryer.

29
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Wash the bladder only with warm water, adding a mild cleaning solution if necessary and wipe off. Take care
to ensure that no water enters the tube opening.

When using other disinfectants not recommended by IEM, the user is responsible for proving harmless
application. Never use disinfectants that leave a residue on the product or which are unsuitable for use in
contact with skin.

7.4. Display maintenance

Keep the display dry avoiding the formation of condensation. Failure to respect these strategies may result in
the loss of liquid crystals. To clean the display surface, use a soft cloth. The use of cloths that are too rough
may scratch it. Do not use solvent-based chemical products.

Warning: if the display panel breaks, do not swallow the liquid that comes out. In case of contact with the skin
or clothing, immediately wash them using plenty of soap and water.

Abnormalities in the display of fonts may be caused by heavy pressure during use. Normal functioning will be
re-established.

7.5. Periodic checks

Cuffs and tubes control when necessary and at least once a year.
General check of the functionality of the instrument and of the leakage current: when necessary or at least
every 2 years. Check the calibration every other year.

Check the printout carefully for:
= Correctly entered times and intervals in accordance with the protocol
= Times of day/night changeovers
= Correctness of standard values (nocturnal reduction)

=  Battery voltage

7.5.1. Checking the battery voltage:

The fully charged batteries are installed in the monitor directly from the charging unit. The battery voltage is
shown in the LCD display of the Walk200b monitor shortly after switching on the device, for approx. 3 sec. This
voltage should be at least 2.75 V to guarantee measurement over 24 hours.

7.5.2 Calibration

The device has been calibrated by the manufacturer; a label inside the battery compartment shows the
calibration’s expiry date.

It is recommended to check the calibration regularly - at least once every other year. The calibration may be
verified by Cardioline or by any authorised service centre.
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Calibration expiry label

7.6. How to change the batteries

The batteries, 2 AA ultra alkaline or rechargeable NiMh (at least 1500mAh), should be substituted if the special
indicator on the display shows a charge of less than 2,75%.

Rechargeable batteries are subject to aging. In case the rechargeable batteries are damaged or is no longer
possible to make measurements for the 24 hours with it, they must be replaced immediately. Ni-Mh
rechargeable batteries last longer if they are discharged completely before a new recharging. Batteries run
depending on the temperature. It is suggested to leave the rechargeable batteries into its charger until they
need to be used.

WARNING: Before removing or inserting the batteries from the recorder ensure that the same is turned off and
that the patient is disconnected.

= Open the battery compartment door.
= |nsert the batteries placing their polarities in the correct position.

= (Close the battery compartment door.

WARNING: The insertion of batteries with incorrect polarities means that the device will not work.

WARNING: do not dispose of the substituted batteries in the environment.

WARNING: do not use battery types that are different from each other in terms of technology and
specifications.

WARNING: remove the batteries from the unit if it will be out of use for a long time.

NOTE: Removal of the batteries does not mean the loss of data.

7.7. Troubleshooting table

After replacing The internal buffer battery is The date and time can be set after each
batteries, the clock still | exhausted. change of batteries.
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shows 00.00 and the
date 01.01.xxxx

The biennial calibration has not
been performed.

The buffer battery is changed at the
metrological check.

Send the device for calibration to your
dealer or directly to Cardioline SpA

The measurement
data can no longer be
called up or displayed.

An error has occurred during saving
of patient data.

Delete the patient concerned (menu bar)
and re-enter.

The connection from
the Walk200b to the
PCis faulty.

1. The incorrect COM interface is
set.

2. Walk200b is not in transfer mode
(the time is shown on the display).

1. Set the correct interface in the utilities
program

2. Switch the Walk200b off and then on
again, without removing the connector
cable.

The patient ID number
is missing.

The monitor is not initialised, the
patient ID number has not been
transmitted during preparation for
a 24-hour monitoring session.

The patient ID number can still be
transferred after the measurement.
The data obtained will not be affected.

No measurements
were carried out

during the night phase.

1. The batteries were drained
prematurely.

2. The patient switched off the
Walk200b

1. The rechargeable batteries may be
defective (please contact your dealer).
2. Alert the patient to the urgency of
obtaining a complete 24-hour recording

The message bt does
not appear on the
display.

You are not in transfer mode

Press and hold Event button again, till to
see bt on the screen.

No automatic
measurements are
performed.

1. No manual measurement was
performed after putting on the
equipment.

2. Incorrect protocol set

1. After putting on the equipment a
successful measurement must always be
performed manually

2. Set protocol 1 or 2

The measurement
interval is not as you
expected.

1. Incorrect protocol set

2. No manual measurement was
performed after putting on the
equipment.

1. The programmed protocol is not the
protocol set in the Walk200b.

Check the protocol manually

2. Perform a manual measurement to
activate the set protocol.

Err1 1. The patient has severe 1. Monitor not applicable
arrhythmia 2. Keep the arm still during measurement
2. The arm was moved during the 3. Re-fit the cuff
measurement
3. Not enough valid heartbeats
detected
1. The arm was moved during the 1. Keep the arm still during measurement
Err2 measurement 2. Check the fit of the cuff and monitor
2. Cuff not fitted correctly on the
arm
Err3 1.Blood pressure outside 1. If this message continues, the monitor

measurement range
2.Severe arm movement
3. Problems with pneumatics

is not suitable for the patient
2. Keep the arm still during measurement

CARDIOLINE




Walk200b
7. MAINTENANCE AND TROUBLESHOOTING

3. If this error continues, send the unit to
dealer or directly to Cardioline SpA

Err5 1. Battery voltage too low 1. Replace the batteries
bAtt 2. Betteries defective 2. The battery voltage is correct but
3. Battery contacts are corroded during cuff inflation bAtt is shown on
display. Replace the batteries
3. Clean the battery contacts with a
cotton cloth and some alcohol
Err6 + 1. Air tube blocked 1. Check the cuff for a blockage or kink in

Possible continuous
alarm until a key is
pressed

2. Blood pressure cuff is not
correctly connected
3. Leak in cuff or connecting tube

the tube. If there is a kink in the cuff tube,
release the tube. Otherwise send the
equipment for repair without delay to
Cardioline SpA

2. Connect the cuff with the device

3. If necessary, replace the cuff or
connecting tube

Err 7 The recorder memory is full Delete data from the monitor, but make
(maximum 300 measurements and | sure that the data has been saved
events may be stored)

Err 8 Measurement interrupted by
pressing a key

Err9 + 1. Pressure remains in the cuff 1. Wait for the cuff to deflate completely

Possible continuous
alarm until a key is
pressed

2. Zero-point adjustment could not
be performed successfully

2. Send the unit without delay to your
dealer or directly to Cardioline SpA for
checking

Err 10+ continuous
alarm until a key is
pressed

1.Serious fault due to pressure
build-up outside the measurement
process (pump has switched on
illegally)

2. these error messages all indicate
a serious error in the program code

Send the unit without delay to your dealer
or directly to Cardioline SpA for checking
and repair

Walk200b takes
measurements every
two minutes

Protocol 9 has been set in the
Walk200b

Set protocol 1 or 2

The required protocol
cannot be set by
pressing key
combinations

Measurements from the last
patient are still in the memory

The monitor cannot be
switched on

1. The batteries were installed
incorrectly

2. The battery voltage is too low
3. Display difettive

1. insert both batteries again and check
for correct polarity

2. Replace the batteries

3. Send the unit without delay to your
dealer or directly to Cardioline SpA

A fault occurs during
the first measurement

The cuff does not fit the upper arm
of the patient

Using the tape measure supplied,
measure the arm circumference and
compare it with the printing on the cuff
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Code 1 Walk200b Bluetooth interface has Send the unit without delay to your dealer
not started up correctly. or directly to Cardioline SpA
Possible hardware error.

Code 2 Walk200b Bluetooth interface Try again.
could not be configured correctly. If the error continues, send the unit to
(Communication problem between | your dealer or directly to Cardioline SpA
Walk200b and Bluetooth module) for checking

Code 3 The status of Walk200b Bluetooth Try again.
interface could not be ascertained If the error continues, send the unit to
(Communication problem between | your dealer or directly to Cardioline SpA
Walk200b and Bluetooth module) for checking

Code 4 Walk200b Bluetooth interface is Follow the steps described in “cube
not yet paired with the Bluetooth installation guide” (see § “Device
dongle configuration”)

Code 5 Walk200b Bluetooth interface Try again.
could not connect to the If the error continues, send the unit to
computer’s Bluetooth dongle. your dealer or directly to Cardioline SpA

for checking
34
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8.  TECHNICAL SPECIFICATIONS

Pressure measurement range........... Systolic: 60 to 290 mmHg
Dyastolic: 30 to 195 mmHg

ACCUFACY ..vvvvvvviiiiiivivnvvssnnsssssnnnrnnnnnnns + 3 mmHg in the range indicated

Static pressure range ..........cccevvvvvnnnn 0 to 300 mmHg

PUlSE range ......cocecccuviieeeeeeeeeecceeee 30 to 240 beats per minutes

Method........ccovviiiiiiiiieeeeeee oscillometric

Measurement intervals .........ccccuuu..... 5, 10, 15, 20, 25, 30, 40, 50, 60, 90 and 120 minutes

Monitoring protocol...........ccccuuuneeee. 2 modifiable interval groups

Storage capacity.....cccccvveeeveiieiiinnnnnn. 300 measurements or 48 hours

Battery capacity ...cceeuceeeiiiiicieinnnannn. > 300 measurements

INEEITACES. . uvvveeeeeereeeeeeereerereeeeeveeeeaees Bluetooth (Class 1 /100 m) and USB

Power supply ....coceeevveveeeeeeeeeeeee, 2 Ni-MH batteries each 1,2 V, 1500 mAh min and max 2450 mAh (AA)
or 2 alkaline 1,5 V batteries( AA, Mignon)

DIimMeNSIONS ......eeveeeeeeiiieeieieieeieeeeeeeees 128 x 75 x 30 mm

T = o | SRR approx 240 g including batteries

ARITUdE. .., Up to 3000 meter above sea level

EN 15223-1 Medical devices -- Symbols to be used with medical device
labels, labelling and information to be supplied -- Part 1:
General requirements

EN 1041 Information supplied by the manufacturer of medical devices
EN ISO 13485 Medical devices - Quality management systems -
Requirements for regulatory purposes
EN ISO 14971 Medical devices - Application of risk management to medical
devices
35
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EN 60601-1 Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance

EN 60601-1-2 Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance - Collateral
standard: Electromagnetic compatibility - Requirements and
tests

EN 60601-1-6 Medical electrical equipment - Part 1: General safety
requirements - Collateral standard: Usability

EN 60601-1-11 Electromedical devices - General requirements for basic safety
and essential performance - Collateral standard: Requirements
for medical electrical equipment and medical electrical
systems used in the home healthcare environment.

IEC 80601-2-30 Medical electrical equipment - Part 2-30: Particular
requirements for the basic safety and essential performance of
automated non-invasive sphygmomanometers

EN 62304 Medical device software - Software life cycle processes

EN 62366 Medical devices - Application of usability engineering to
medical devices

8.2. Accessories

01020009 Large cuff for Walk200b

01020008 Standard cuff for Walk200b

01020007 Small cuff for Walk200b

01020006 Extra small cuff for Walk200b

01020010 Extralarge cuff for Walk200b

69400074 Under-cuff band

65090070 Pouch

63090733 Walk200b waterproof case (waterproof bag)
36
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9. WARRANTY

Cardioline SpA guarantees this equipment to be free of defects in material and workmanship for 24 months
from date of purchase of the device and for 3 months for spare parts and accessories. The date of purchase
shall be proven by a document, issued upon delivery, which shall be submitted in the case of any claim under
the warranty.

The warranty provides for free-of-charge repairing or replacement of the equipment parts with manufacturing
or material defects. The possible replacement of the equipment is at the manufacturer's discretion. Extended
warranty after repairing is not available.

This warranty does not cover defects resulting from:

= tampering, third party negligence, including servicing or maintenance by unauthorised personnel;

= failure to comply with the usage instructions, improper use or use of the equipment different than
that for which it was intended;

= improper operation of the power supplies;

= damages caused by fires, explosions or natural disasters;

= use of non-original consumable parts;

= transportation carried out without any precautionary measures;

= use of software programs not associated with the primary function of the machine;

= other circumstances not attributable to manufacturing defects.

Unless otherwise specified, the removable parts, the accessories and the parts which are subject to normal
wear are excluded under the warranty; for example: patient cables, batteries, connection cables, electrodes,
glass parts, computer supports, ink cartridges, etc.

Cardioline Spa declines all liability for any damage which may be caused, directly or indirectly, to persons or
property as a consequence of non-compliance with all the prescriptions specified in the manual, especially
warnings regarding installation, safety, use and maintenance of the equipment, as well as non-operation of
the equipment.

In the event of repair and/or replacement of the equipment or its spare parts, take the equipment to the
nearest Cardioline Spa authorised service centre or send it to Cardioline S.p.A. All costs of material and labour
will be free of charge and transport costs shall be at the customer's expense.

After 24 months from the date of purchase of the equipment and 3 months from the date of purchase of the
accessories and spare parts, the warranty becomes void and service will be provided charging for the parts
replaced and labour costs according to the current rates.

Any derogation from the present warranty conditions shall be valid only if expressly approved by Cardioline
SpA.
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Pursuant to Italian Legislative Decree no. 49 dated 14 March 2014 "Implementation of Directive 2012/19/EU
on Waste Electrical and Electronic Equipment (WEEE)", the crossed-out "wheeled bin" symbol on the medical
device indicates that, at the end of its service life, the product must be collected separately from other wastes.
Therefore, when disposing of the product at the end of its service life, the user is required to contact the
supplier or the manufacturer.

Suitable differentiated collection to allow for the subsequent recycling of the decommissioned device, with
environmentally-compatible treatment and disposal, helps to prevent any negative effects on the
environment and health and to promote the recycling of the materials from which the device is made.

The illegal disposal of the product by the user entails the application of administrative sanctions envisioned by
Italian Legislative Decree no. 22/1997 (Art. 50 and subsequent to the Italian Legislative Decree no. 22/1997).
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1. MHO®OPMALMNA OBLLIEEFO XAPAKTEPA

HacToslee pyKOBOACTBO ABNAETCA HEOTbEMIEMOM YacTblo NpMbopa 1 Bceraa A0MKHO ObITb B pacnopaKeHmm
cneumanncTa nnm onepaTopa B Ka4YecTBe CNPaBOYHOM AOKyMeHTaumn. CTporoe ciefl0oBaHWe CoAeprKaLleinca B
HaCTOAWEM PYKOBOACTBE MHOOPMALMM ABAAETCA OCHOBHbIM YC/IOBMEM A/1A MNPABUAbHOM M HaAeKHOW
aKcnayaTtaumm nprbopa.

Y6eaunTenbHoO Npocum onepaTopa NOJHOCTbIO NPOYECTb PYKOBO/ACTBO, MOCKO/IbKY MHOTME M3 COAEpKaLLmMXCA
B HEM CBEEHMIA NPUBOAATCA TONbKO OAMH Pas.

1.1. Ba)kHaa agononHutesnbHaa uHpopmauma

HacTosAulee pyKOBOACTBO COCTaBNEHO C MAaKCMMa/IbHOW TLLATEbHOCTbIO. [Tpy 0BHaPYKEHUM PaCXOXKAEHN B
COMEepPrKaHMM HaCTOALWErO PYKOBOACTBA, MPOCUM COOBOWMTL 06 3TUX pacxoxaeHuax kKomnaHum Cardioline SpA,
KOTOpanA B KpaTyamlLMe CPOKM No3aboTntca 0b MX MCrpaBaeHUM.

Coaep:Kallanca B HaCTOALLEM PYKOBOACTBE MHOOPMaLMA MOXKET ObiTb M3MeHeHa 6e3 npeaBapuTebHOro
npeaynpexaeHns.
Bce M3meHeHMsa BHOCATCA ¢ cOboAeHnem CTaHaapToB B 061acT1 NPOM3BOACTBA MEANUMHCKMX U3AENNA.

Bce ynomaAHyTble B HaCcTOALWLEM AOKYMEHTE TOBAapHbIe 3HAKWU ABAAKOTCA COBCTBEHHOCTLIO COOTBETCTBYHOLWMX
B/lajeNbleB. Bce npaBa OXpaHAOTCA 3aKOHOM.

3ar|peu.|,aeTc>'-| nepeneyvyaTtbiBaTb, nepesoanTb WM BOCMPOM3IBOAUTb I-(al-(yFO-/'IVI6O 4aCTb HacCToALWlero
pyKOBOACTBA 6e3 NMCbMEHHOr0 paspelweHna N3rotoBmnTenA.

Huxe npuBeaeH Koa, HaCTOALLEro PyKOBOACTBA.

A3bIK Kop

PYCCKMI 36529364 RUS

[JaHHOe pyKOBOACTBO OTHOCUTCA K BEPCUM NPOrpammHoro obecnevyeHmsa sw. v. 200209.
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2.

MHO®OPMALMUA NO TEXHUKE BE3SOMNACHOCTU

Komnanua Cardioline SpA HeceT OTBETCTBEHHOCTb 3a 6e30MacHOCTb, HAAEKHOCTb U YHKLMOHANbHOCTb
NprMOOPOB TO/IbKO B CEAYIOWMX CNYYAAX:

1.

MOHTa), U3MEHEHMA UAN PEMOHT BbIMOAHAOTCA KomnaHmel Cardioline SpA nan ynoaHOMOYEHHbIM
€10 LLEHTPOM TEXHWUYECKON NOAAEPHKKM;

npubop MCNosab3yeTcs B COOTBETCTBMM C MHCTPYKUMAMM, MNPUBEAEHHBIMW B PYKOBOACTBE MO
aKcnayaTaumm.

Mpun KenaHnm NoacoeaMHUTL He YNMOMAHYTblE B HACTOALLEM PyKOBOACTBE NMpubopbl BCeraa Heobxoammo
obpauatees B kKomnaHuto Cardioline SpA.

& Mepbl NpeaoCTOPONKHOCTH

B HacTOAlEemM PYyKOBOACTBE MNPWMBOAMTCA BakHaa MHGOpMaLMA MO MNPaBU/IbHOM 3KCMyaTaumm
npubopa 1 TexHnKke BesonacHocTi. HecobtogeHme onmMcaHHbIX pabounx npoueayp, MCnob3oBaHue
npubopa He Mo Ha3HaAYeHWUo, UTHOPMPOBaHME NPeAOCTaBAEHHbIX YKa3aHU U pekoMeHaaumin MoryT
nocTaBWTb Nog, yrpo3y 6e30macHOCTb ONepaTopos, NALUMEHTOB W APYTMX MPUCYTCTBYIOWMX UL, a
TaK!Ke NPMBECTU K MOBpeXAEeHN0 Nprbopa.

3ar|peu.|,eHo BHOCUTb Kakne-1nmbo nsmeHeHun B ,D,aHHbIVI an6op.

|_|pl/|60p CYMTbIBAE€T W BblAaeT [AdaHHble, OTpa*Kakline C])M3VN€CKO€ COCTOAHME nNauMeHTa, 3Ta
MHd)OpMaLLMFI npeaHasHavdyeHa gna cneunaan3dnpoBaHHOro meanepcoHana aaa NoCTaHOBKKM TOYHOIO
AnarHosa. B nobom cny4yae 3T AdaHHble He cheayeTt MCNoNb30BaTb B KaydecTtBe e€AMHCTBEHHOIO
MCTOYHWKA MHC])OpN\aLI,VIM AN1A NOCTAaHOBKK AMaArHo3a.

OnepaTopbl, 418 KOTOPbIX NpeaHasHaYeH 3ToT Npubop, A0MKHbI 061a4aTb COOTBETCTBYIOLLMM OMbITOM B
061aCT MeANLMHCKMX NPOLIEAYP M NeYeHns NaumeHTos. OHM TaKkKe A0IKHbI MOyUYMUTb COOTBETCTBYHOLLYHO
NOATOTOBKY A4/15 paboTbl ¢ Npubopom. Mepes NprMmeHeHem Nprbopa B KAMHUYECKOM NpaKTMKe onepaTop
[OOMKEH BHMMATENIbHO MPOYECTb M MOHATb COAEPKaHMe PYKOBOACTBA onepaTtopa M ApYrvx npuiaraembix
[OKYMEHTOB. HejoCTaTouHbIe 3HaHWSA AWM HECOOTBETCTBYIOLLLAA NOATOTOBKA MOYT CO34aTh CEPbEe3HbI PUCK
ona 6e30nacHOCTM OnepaTopos, MaUMEHTOB M APYrMX MPUCYTCTBYIOLIMX /ML, @ TaKke MNpuBectr K
nospexaeHnto npubopa. Ecam onepaTopbl He 0ByYeHbl MCMONb30BaHWMIO MpPUbOopPa, peromMeHayeTcs
ceaszaTbcA ¢ Cardioline mamM YnoaHomoueHHbIM [MCTPMOLIOTOPOM KOMMaHWKM, 4YTOObI 3amnnaHMpoBaTbh
COOTBETCTBYOLLMIA KYPC NOArOTOBKM.

B cnyyae obHapyKeHUA HenpeaBUAEHHbIX ABAEHUA UKW HEUCMNPABHOCTM HEMEANEHHO CBAXKUTECH C
KomnaHueit Cardioline nam ee ynosiHOMOYEHHbIM ANCTPUOBIOTOPOM.

AnnapaT npefaHasHadyeH 448 KOHTPOAS apTepuasbHOro AaBleHMA B3POC/bIX AU, PerucrtpaTop
cneayeT MCNO/b30BaTb TO/ILKO NoA, HabaoAeHNeM Bpaya.

Bpay go/mKkeH ybeamTbCs B TOM, YTO, Y4MTbIBaA COCTOAHME 3/[0POBbA NalMeHTa, B pesynbTaTte
npumeHeHna npmubopa He ByAeT HapyLeHo KPoBOOHPaLLLeHNEe COCY 0B PYKU.

Y HeKoTOopbIX MaUMeHTOB MOryT MOABUTLCA MeTexmasibHble KPOBOM3AMAHUA WAM MOAKOXHbIE
rematombl;, BCeM MaUMEHTaM pPeKoMeHAYeTCA BbIKAHYUTb I'Ipl/160p M MNPOKOHCY/NIbTNPOBATLCA C
BpaydoMm, eC/i1 OHU MUCNbITbIBAOT 6onb NPnN NCNO/Ib30BaHNM MaHXETbI.
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Bpay gonKeH 06bACHMTL NaUMeHTy, YTo TpybKa npnbopa He J0MKHA OCTaBaTbCA 3aXaTol, 0COBEHHO
BO Bpema cHa. He cobnodaloliMm yKasaHMA naumeHTam cieayeT HOCUTb npubop TOAbKO Mo
HabaoaeHMEM.

MneyeBOM pemeHb MaM TPyOKa MaHXeTbl MOTryT HaJaB/IMBaTb Ha We NalMeHTa, Bbi3biBaa yaylise. C
YYeTOM 3TOr0 pUCKa He CcaedyeT WCNOoNb30BaTb PerncTpaTop, ocCTaBaad 6e3  npucmoTpa
HEeTPYA0CNOCOOHbIX NALUMEHTOB U AETEN.

Henb3sa gonyckaTb 3anyTbiBaHWA, 325KaTWA 1 PACTATMBAHMA BO3AYLWHON TPYOKM MEXK Y PErMCTPaTOPOM
N MaHXeTon.

BOo34yWHbIM WAAHT MOXKeT 3anyTaTbCA NpU HadyBaHMM.
MNpnbop 3aLmiLeH oT Bo3aencTena aedmbpuanaumMoHHbIX pa3paaos.
HaknagHow YacTblo ABAAETCA MaHKeTa.

YT0b6bl UCKMOUNTL BEPOATHOCTb HAHECEHMA CEPbE3HOrO yllepba nanm cmepTy nauueHTa BO BPems
nednbpunnsumm, nsberatb KOHTAKTOB C NPMBOPOM MK C Kabenamu naumeHTa. Heobxoanmo Takxe
JO/MKHBIM 06pa3om pasmellatb MAaCTUHbI AedubpuanaTopa OTHOCUTENbHO 3/1EeKTPOA0B, 4TObbI
MUHUMMU3MPOBATL OXKOrM Ha Tesle NaumMeHTa

Hactoswmii npubop npeaHasHayeH A8  WMCMNOJb30BAHMA  UCKAOYWUTEbHO C  30HAAMW WU
NPUHAANEKHOCTAMMU, YKa3aHHbIMW B HAaCTOSILLLEM PYKOBOACTBE.

MaHeTa MOXeT CNpPOBOLMPOBATb pPa3fparKeHWe KOXK; OCMOTPeTb Ha npegMeT BO3MOMHbIX
NMPU3HAKOB pa3apaxXeHnAa nan BoCnasneHna.

Bo wu3bexaHue l/IHd)eKLl,l/llZ nocne Kaxagoro Mmcnosib3oBaHMA O‘-H/ILLI,8|?IT€ NPMHAANEXKHOCTU
MHOTOPa3oBOro NCNoa1b30BaHNA.

KauyecTBO cuUrHana MOXeT MEHATHCA MPU UCMONb30BAHMU APYTUX MEAMUMHCKUX NPUOOPOB, TAKMUX KaK
NedubpUNNaTopbl U yAbTPa3BYKOBOE 060pyA0BaHME.

CyLLI,eCTByeT BO3MOXHOCTb 0OMNaCHOCTM B3pbliBa. He wucnonb3osaTb I'Ile6op npn  Haan4mm
BOCM/1aMeHALWNXCA aHeCTe3npyroLWMX CpeacTs.

Micnonb3oBaHue nNpmMbopa OAHOBPEMEHHO C APYTMMM NPUBOpamMM, TaKUMM KaK KapauOoCTUMYAATOP
AN OPYTUE CTUMYAATOPbI, HE CTAaBMT Noj yrpo3y 6e30nacHOCTb; TEM HE MEeHee, MOTYT BO3HUKHYTb
MOMEXM CUrHana.

He ucnonb3osaTb Npubop 419 HeNocpeACTBEHHOMO BO3ENCTBMA Ha cepALe.

Mpubop He npeaHasHayeH AN9 WCNOAb30BaHWA B COYETAHMM C  BbICOKOYACTOTHbIM  (HF)
XMPYpruyeckum obopyaoBaHMEM M He OCHalleH CcpeacTBaMM A4 3alMTbl  NauMeHTa oT
COOTBETCTBYHIOLLMX PUCKOB.

Ha paboTy npubopa MOMKET BAWATb HaJM4Me CWUAbHbLIX MarHWTHbIX MOMeN, TakMX Kak noss,
reHepupyemsle 060pyA0BaHMEM 1S SNEKTPOXMPYPTUN.

He pekomeHAyeTca MCMo/ib30BaTb MpMBOP MPU HajM4MKM B TOM Ke MOMelleHUM 060opyaoBaHUA
[IMarHOCTUYECKOM BM3yann3alumm, TaKOro Kak MarHMTHO-pe3oHaHcHas Tomorpadua (RM) nnm ocesas
KomnbtoTepHas Tomorpadus (TAC).

Mcnonb3oBaTb UCKAKYMTEbHO PEKOMEHAYEMbIE AaKKYMYyNATOpbl. MCnonb3oBaHWE aKKyMyasTOPOB
[PYroro TMna MoeT NPUBECTUN K BOSHUKHOBEHMIO PUCKa NoXKapa Uan B3pbIBa.

MpeaynpexaeHne o paspsaaKke aKKymyaaTopa paspaboTaHo WCKAOUYWUTENIbHO O/18  YKa3aHHbIX
aKKYMyIATOPOB.  Mcrnosb3oBaHME  aKKyMy/lATOPOB  APYroro  TWMa  MOMKET  COMPOBOXK/AATbCA
HecpabaTbiBaHMEM A@HHOTO NpeaynpeXaeHus ¢ nocaeaytoulein HemcnpaBHOCTbIO nNprbopa. Kopnyc
npubopa He 3alimiLeH OT NonagaHms *KUAKOCTU. Ecan Ha Nnpmubop nonana XMaKOCTb, ero cneayeT Kak
MOYHO BbICTPEE OYUCTUTL M OTNPABUTL Ha MPOBEPKY B aBTOPM30BAHHOM CEPBUCHOM LIEHTpPE.

Hu B Koem cnydae He MPoOM3BOAMTb OYMCTKY Npubopa MamM Kabenen naumeHTa, NorpyxKaa ux B
KMOKOCTb, YKAaAblBasA MX B aBTOK/AB, @ TaKXKe Hesb3A MX OYULLATb MApOM, MOCKO/bKY 3TO MOMKET
NPMBECTU K NOBPEXKAEHNAM NPUOOPA MM COKPATUTL ero CPOK CNYKObl. Mcnonb3osaHme cneumanbHo
He npedHasHaYyeHHbIX 418  3TOTO  MOMOWMX/AEe3MHPUUMPYIOLIMX  CPeacTB, HecobntoaeHue
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npeanucbiBaemMbIX Npouesyp UM KOHTAKT C HEMOAXOAAWMMM MaTepUanaMm MOryT NOCTaBUTb MNOL
yrpo3y 6e30mnacHOCTb ONepaTopoB, NALMEHTOB U APYIMX MPUCYTCTBYIOWLMX /UL, @ TaKKe NPUBECTU K
nospexaeHunto npubopa. He ctepunmnsosatb Npubop Man kabenb naumeHta razom OKcua 3TUNEHA
(EtO). VIHCTpYKUMM MO NPaBUAbHOM OYMCTKE U Ae3MHPEKLMM NpuBeaeHbl B pa3aene 7.

He ocTaBnainTe Kabenb naumeHTa 6€3 NnpucMmoTpa B NPUCYTCTBUM AETEN, TaK KaK OHU MOTYT CAYy4anHO
YO3aBUTBCA.

Mpubop Walk200b npenHasHayeH ans noakntodeHusa K K. Cuctema, coctoswas m3 npubopa
Walk200b n MK agns HemeamUMHCKOrO WMCMNO/b30BaHMA, OTHOCMTCA K 31EeKTPOMEAMLMHCKOMY
obopygoBaHuto.  py  MCNONb3OBAHUW  3NEKTPOMEAMUMHCKOTO  0060pyaoBaHMs  HeobXxoanmo
cobntoaatb TpeboBaHMA JMPEKTMBSI.

dnekTpoMeaMUMHCKaA cucTeMa, coctoallas m3 npubopa Walk200b, MK n apyrmux npubopos ans
HEMeAMLMHCKOTO MCNOMb30BaHMA (TakMX, Kak MPUHTEPbI U MOHWUTOPbI), AOMMHA MCMO/b30BaThCA C
pasfennTenbHbIM TPAHCHOPMATOPOM MEAMUMHCKOrO Knacca. [na nonydeHmsa 6onee noapobHoM
MHPopmaLnmn obpatlantecb B cepBucHbi LeHTp CARDIOLINE®. B KayecTBe afibTepHaTUBbI MOXKHO
ncnonb3osaTs 1K, cooTseTcTBytOWMM cTaHAapTy EN60601-1. Henb3a Mcnonb3oBaTh pa3aeMTeNbHbl
TpaHcPopmaTop, ecnun y Bac HeT abcoNtoTHON YyBEPEHHOCTM B COBMNOAEHMM CEeAYIOWMX YCIOBUIA:

@ [locne npoBedeHua namepeHnin no ctaHaapty EN60601-1 Tokm yTeukm B kKopnyce MK n Bcex
APYTMX  MOAKNYEHHbIX K Hemy npuboposB A8 HEMeAMUMHCKOTO  MCMOAb30BaHUA
(MOHUTOPOB, NPUHTEPOB U T.A4.) cocTaBAsoT meHee 0,1 MA.

o BxozAume B COCTaB CUCTEMbI I'Ipl/I60pr ana HemeanumMHCKOro NCnosib3o0BaHMA NOAKIHOYaOTCA
BHE 30Hbl NauUMeEHTa, T.€. HAa PaACCTOAHUU bonee 1,5 m OT naumeHTa l/I/l/U'Il/I OT KpoOBaTH
nauneHTa.

5 EcAv pasgenuTesibHbii TpaHCPOpMaTOp He MCMOo/b3yeTcs, YCTaHOBWUTE CUCTEMY TaKuUm
0bpasom, 4TObbl OMNepaTop He MOr OAHOBPEMEHHO MNPMKacaTbCA K MaLMEHTY M K KOoprycy
MoBbIX NPUBOPOB A1 HEMEAMLIMHCKOIO MCNONb30BaHUA 33 NpeaeaMm 30HbI NaLueHTa.

o Ecav nutanue MK 1 gpyrux NogKAYeHHbIX HeMeAULMHCKMX NPrBopoB (MOHUTOPA, NpUHTEpa
M T.4.) OCYyWECTBAAETCA C MOMOLLbIO pasfaennTenbHoro TpaHchopmaTopa MeAMUMHCKOro
YPOBHS, TO MX MOXHO PasMecTUTb B "30He nauumeHTa", T.e. Ha paccToAaHum 1,5 metpa oT
naumeHTa u/Mam oT KpoBaTu.

o (K »n nobble apyrve npubopbl, BXOAALLME B COCTaB CUCTEMbI (MOHUTOP, NPUHTEP W T.4.),
OO/MKHbI ObITb MOAKMOYEHbl UCKAIOUMTENBHO K pasdenunTesibHOMy TpaHchopmaTopy C
MOMOLLbIO NOCTaBAAEMbIX C HUM Kabesie M BO3MOMKHbIX NPUHAANEKHOCTEN. He ncnonbayitte
YAAMHWUTENW, aJanTepbl U Apyr1e CpeacTsa NOAKMOUEHUSA, €C/IM OHU He BXOOAT B KOMMIEKT
MOCTaBKM CUCTEMbI.

5 KaTeropuyecku sanpelaeTca NoAxN04aTh Apyrve Nprbopsl, He BXOAALIME B COCTAB CUCTEMDI,
K pasgenuTtensHomy TpaHchOpMaTopy M KO MHOTOrHE340BOMY YAMHWUTESIO, NOCTaBASEMOMY
BMECTEe C CUCTEMOM.

o ECAM HemMeaMUMHCKUIA Npubop, BXOAAWMA B COCTaB CUCTEMbI, MOAKIOUYMTL K pPasbemy
HenpeayCMOTPEHHOro Tuna (Hanpumep, CTeHHoW), cucTema 6osble He 6yaet
COOTBETCTBOBATb MEANUMHCKUM CTaHAAPTaM, U NaLUMEHT MOXKET NOABEPTHYTbLCA ONACHOCTY.

o [lpy  NOAKMYEHMM  HECTaHAApPTHOro  npubopa K  pasbemy  pasfeUTeNbHOro
TpaHchopmaTopa, CcrneunasbHOro npeAHasHa4eHHoro Aad npubopoB CUCTEMbI, MOTYT
BO3HMKATb OMacHble CcuTyauuMu A04 nauueHTa, onepatopa WAM OKpysKalollen cpeab
(neperpysKka nam neperpes pasbemoB 1 pasaeMTeNbHOro TpaHchopmaTopa).

o PazgenuTenbHbld TpaHCHOOPMATOP M MOAKMOYEHHbIE K HEMY MHOMECTBEHHbIE Pa3beMbl
Henb3A pasmellaTb HENOCPEACTBEHHO Ha 3em/e B 30He, NMOABEPKEHHOM 3aTONNEHUIO UK
HaKoMneHnto rpasn. TpaHCcGOPMaTOp M PO3ETKM CreayeT pasmellaTb B IEMKO YNPaBAAeMOM
MecTe KaK [Ana WX perynapHor YMUCTKM, Tak W ONA  HeobXoAMMOro TexHUYecKoro
obcnyKMBaHMA.
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B YCTaHOBLWMK A0/KeH YCTaHOBUTb CUCTEMY ONTUMA/IbHbIM o6pa30N\, yTobHbI 0bEcneynTb
co6mop,eHme npasun 6e3OI'|aCHOCTl/I, d TaKXe MaKCMMa/lbHble y,D,O6CTBO N nNpocToTty
MCMNO/Ib30BaHMA KaK aJ14 NO/1b30BaTE/IA, TaK U AN1A NMaUNEHTa.

o [losb3oBaTe/lb AO/KEH 0OecneymTb BbINOJHEHME HeobxoAauMbiX pPaboT Mo o4YncTKe U
TexHu4yeckoMmy  obcaykmBaHuo. B yacTHocTW,  mM3oauMpylowmMii  TpaHchopmaTop,
MOAK/IOYEHHbIE K HEMY pasbembl, a Tak¥e HemeauuuHckue npubopbl (MK) A0AXKHbI
HaxoAMTbCA B CYXOM MECTE, He MOABEPKEHHOM HAKOMAEHWIO TPSA3M U MblAN. PerynspHo
NpoBepAinTe, He NOBPEXKAEH NN Kabenb.

o Mcnonb3yemoe CUCTEMOW 3a3emaeHMe AO0MKHO ObiTb  3QDEeKTUBHbIM M AOKHO
COOTBETCTBOBATb  TpeboBaHMAM,  NpPeabaAB/iAeMbIM K 3/EKTPUYECKMM  CUCTeMam
06LLECTBEHHOIO U/UM MEeAULMHCKOTO HazHaYeHus.

MNpunbop cooTBeTcTBYeT TpeboBaHuAM [Aupektnuebl RED no paguonepepatowimm npubopam. Lna
3aWmMTbl npubopa OT ApyrMx npubopoB, He COOTBETCTBYHOWMX BblWEYKA3aHHbIM HOPMaM,
PEKOMEHAYeTCA YCTaHaBNMBATL €ro nodasiblie OT APYrnMx npubopos, MCMOAL3YOWMX Nepedady no
Bluetooth.

Mpy NepBomM MCNOAb30BaHUKM Mpubopa ybeamuTecb B TOM, YTO OH He Obif MOBPEXAEH BO Bpems
TPaHCNOPTUPOBKM U GYHKLMOHMPYET B NOJHOM 0bbeme.

Mprbop OTKaNMBPOBaH NPON3BOAUTENEM, BHYTPM OTCEKA /11 aKKYMY/IATOPOB HaxoAMTCA STUKETKA CO
CPOKOM AENCTBUA KaMBPOBKMN.

PekomeHAayeTcs NPOBEPATb KaIMBPOBKY PeryaapHoO, He pexe 04HOro pasa B ABa roda. Kananmbposky
MOYKHO MpoBepUTL B KomnaHuu Cardioline uan B Nto6om aBTOPM30BaHHOM CEPBUCHOM LIEHTPE.

MpnHOP MOKHO MCNONb30BaATb C YEXSIOM MW BOAOHENPOHMLIAEMbIM GYTAAPOM b pone+, Kak yKasaHo
B nap. 8.2. Yexsbl He npeaHasHadeHbl 418 NPAMOro KOHTaKTa C Te/I0M, MOSTOMY UX PEKOMEeHyeTcs
pa3mMellaTb NoBepx oaexasl (Hanpumep, GyTooaKNK).

BHMMaHUe

Mepen Ncnoib3oBaHMEM OYUCTUTE NPMOOP M BCE COOTBETCTBYIOLWIME NPUHAANEKHOCTU. KaxAabli pa3
nepep UCNoab30BaHMEM creayeT ybeauTbCs B OTCYTCTBUM MOBPEXKAEHWI UAN YPE3MEPHOTO M3HOCA
coeanHeHnn. Mpn 0BHaPYKEHUU KaKMX-TMOO MOBPEXAEHUA UAM YPE3IMEPHOTO M3HOCa 3aMEHUTb
Kabenb 1 MaHXeTy.

He TAHYTb WAM HaTArMBaTb Kabenb BO M3beKaHMe 3NEKTPUYECKMX U/UNM  MeXaHUYEeCKMX
HeucnpasHOCTEMN.

B npubope HeT YacTei, KOTopble NO/b30BaTE/Ib MOT Obl OTPEMOHTMPOBATL CAMOCTOATE/IbHO. TONIbKO
KBa/IMOMUMPOBAHHbIN NEepcoHan CAyKbbl TEXHMYECKOM NOAAEPMKKM YNOJAHOMOYEH AEMOHTMPOBATb
npubop. HeucnpasHble Npubopbl MAM MpUOBOPbLI, B NMPaBUAbHOCTM PaboTbl KOTOPbIX BO3HMKAOT
COMHEHMUA, HeobXxoAMMO HeMed/IEHHO MPEKPaTUTb MCMO/b30BaTb M MPOBEPUTL/OTPEMOHTMPOBATD,
NpuBAEKas ANA 3TOrO KBAIMOUUMPOBAHHDBIN NMEPCOHAN CAYKObl TEXHUYECKON NOAAEPIKKM, NPeXKae
4eMm CHOBa MOJ/Ib30BATLCSA MMM,

Mpubop He TpebyeT HMKAKOM KanuMbpoBKU WMAM 0CODBOro WMHCTPYMEHTapusa A1a nNpaBUAbHOM
3KCMN/yaTaUMm 1 TexobCayKMBaHMA.

Korga BO3HMKAeT HeobXoAMMOCTb YTUAM3MPOBATb Npubop, ero nAeTanu M KOMMAEKTyloulme
(Hanpumep, akkyMynaTopbl, Kabenu, aneKTpoapl M T.4.) U/MAK yNakoBOUHbIN MaTepuan, Heobxoanmo
NPUAEPKMBATLCA MECTHbBIX HOPM MO YTUAM3ALMM OTXOA0B.

Bo n3berkaHMe neperpesa permcTpaTop He A0/IKEH NoABepraTbCA BO3AENCTBMIO MPAMbIX COHEYHbIX
Jly4en 1 pasmeLlatbca BHAM3M NPAMbIX MICTOYHUKOB Tenna.
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LedekTbl cermeHToB K-3KpaHa MOryT nNpuMBecCTM K HEMNPaBWAbHOM WMHTEPMNpPeTaumMm 3HaAYeHWUR
N3MEPEHUNIN U NOXKHOM AmarHocTuke. Ecan KK-gucnnen HencnpaseH, HeobxoaMma ero HemeeHHasa
3aMeHa M3roToBMTEIEM UM B aBTOPM30BAHHOM CEPBMCHOM LIEHTPE.

NMpumeyaHun

ABmxeHna naumeHTa MOTYT BbI3blBaTb l-|pe3Mepr|151 yMm, Hapywatb Ka4dyeCTBO CWUIHala U
NpPaBMIbHOCTb BbIMNOJ/IHAEMOTO I'Ipl/l60pON\ aHa/n3a.

B cooTBeTcTBMM CO CTaHAapTamM, onpeaenstowmnmm TpeboBaHus besonacHoctu, IEC 60601-1 m IEC
80601-2-30, aaHHbI NPUHOP KnaccuduLUmMpyeTca cneayrolmm obpasom:

@ ObopyaoBaHue C Knaccom 3awuTbl [P (BHYTpeHHN 610K nuTaHus ME).
o Paboune yactn TMNa BF c 3awmTol ot aedpubpunnaumnmn.
@ Ob6blYHbIN Npnbop.
@ He npurogeH ANA 3KCNAyaTaLMm Npu HaMYMK BOCMIAMEHAIOLLMXCA aHeCTe3MPYIOLLMX ra3oB..
@ HenpepbiBHaa paboTa.
TOYHOCTb U3MEPEHUI NPMbOopPa COOTBETCTBYET CTaHAAPTY BHYTPeHHero 6,10Kka nuTtanus [EC 80601-2-30.
Mpubop oTHocKTCA KO Knaccy lla cornacHo ampextuse 93/42/E3C.

CTeneHb 3aWuTbl NpMbopa OT MPOHNKHOBEHMA TBEPAbIX YaCTUL, M NoNadaHusa BOAbl onpeaenseTcs Kak
[P 2X. ToaTomMy OH 3aWMuUieH OT TBepAblix Ten pasmepom bOosee 12 mm. CTeneHb 3alimThbl
BogoHenpoHuuaemoro ¢ytaspa Walk200b (cm. n. 8.2) OT NPOHUKHOBEHWA TBEPAbIX YacTul, U
nonafaHuna BoAbl pasHa IP X2, T.e. oH 3auuiLaeT npnbop OT Kaneab BOAbl C MaKCUMabHbIM HaK/OHOM
15° npu ncnons3osaHum ¢ cammm npmbopom. bes BogoHenpoHuuaemoro dytaapa Walk200b npnbop
He 3alMLLEH OT MPOHUKHOBEHNUA MUAKOCTU.

BoaoHenpoHuuaembin dytnap Walk200b Heobxoamm Ana MCNONb30BaHMA B AOMALLHNX YCNOBUAX.

Bo nsberkaHMe BO3MOXKHOIO MoBpesKaeHWa npubopa BO Bpems TPaHCMOPTUPOBKM M XpaHeHus (B
OPWIMHANbHOM yNakoBKe) HeobxoaAMmMo coboaaTh CaedytoLime YCA0BUA OKpyKatoLLel cpeabl:

TemnepaTypa oKpy»KatoLLei oT -20 go 50°C
(o] 0= 1L U
OTHOCUTENbHAA BNAXKHOCTb .......... oT 15% 0o 95%

Mpubop A0MKEH MCNONL30BATLCA B HOAbHUUHbBIX MOMELLEHUAX UK B KabuHeTe Bpaya, Npu 3TOM
NOMKHbI BbITb COBNIOAEHBI CAEayOLLME YCN0BUA OKPYKatoLLlen cpeb:

TemnepaTypa OKpy»KatoLLeit ot +10 go 40°C

CPEOBI wevvvveveeeeereeeereeeeeeeeeeeeeeeeneennes

OTHOCUTENbHAA BNAXKHOCTD .......... oT 15% 80 95%
ATMochepHoe faBneHue .............. Ot 700 rMa go 1060 rMa

CTeneHb TOYHOCTH M3Mep8Hl/IlZ coctasnaetT £ 3 mm pT. CT.

CARDIOLINE



Walk200b
2. IHOOPMALMA MO TEXHUKE BE30NACHOCTU

2.1.

MHCTPYKL MM ANnAa nauueHTa, npoxoaauiero obcnepgosaHue

Mpubop npeaHasHayeH An8 NpoBeAeHna ambyaToOpHOro MOHWUTOPUHIA apTepuanbHoro aasneHus (AMAL).
MprHOP MOXKET TaKKe MCNONb30BaTbCA A1 HEMPEPbIBHOM KPYrNOCYTOUYHOM 3ammcK.

KnnHuyeckana npakTuka TpebyeT, 4Tobbl NaumMeHT HocKa Ha cebe npubop B 6OIbHKULE N BHE ee, B MOMELLEHNN
M Ha yauue. MNosTomy ocobeHHO BaXKHO KaK creflyeT MPOMHCTPYKTMPOBaTb MauUMeHTa O Tex AeWUCTBUMAX,
KOTOpPble OH MOET BbINONHATb, M O CBA3AHHbIX C HUMW PUCKaX.

B yacTtHoCTW, NaumeHTa caeayeT npeaynpeanTb O CAeayoUeMm:

Mprbop HeobXoaAMMO HOCUTb B TeYEHME BCEro Cpoka obcienoBaHms;
Ecnn npmnbop 3akto4eH B YEXOJ, BbIHUMATb €ro Hesb3s;

Mpnbop He 3almLLeH OT NoNaaaHuaA }KUAKOCTM, CAN OH He 3aK/1oYeH B BOAOHENPOHMLIAEMbIN GyTaAap
Walk200b (cm. nyHKT 8.2), N0O3TOMY HUKOrAa HeMb3A A0MYCKaTb ero HAMOKaHMS,

Mpnbop M3AAET 3BYK, CUTHANM3MPYIOLLMIA O TakMX GaKTax, Kak HU3KMIM 3apad akkymyaaTopa. B Takmx
cay4Yanx obpallaiTech K Bpady UaM B KAUHMKY 3@ MHCTPYKUMAMMU;

Mpu noaAsaeHUn 60NN BO BPEMA U3MEPEHMA BbIKIHOUYMTE NPUOOP, CHUMUTE MaHKeTy M obpaTuTech 3a
MEANLIMHCKON NOMOLLbIO.

B xode nmpoueaypbl M3MEPEeHUs NauueHT OO0/KEeH HaxoAMTbCA B pacciabaeHHOM MOMOMKEHUM U
OepKaTb PYKy HEMOABMKHO. YpesmepHble ABUKEHUA (Hanpumep, crnbaHmne mbilll) MOTyT NOBAUATL
Ha pe3y/bTaTbl U3MepeHus. Bo Bpema M3mepeHuns sameaimTe War Mam oCTaHOBUTECH.

Ecnm maH»KeTa cnyv4aHO CHUMETCS, 0B6paTUTECh K Bpady MAW B KAMHUKY 33 MHCTPYKLMAMM;

B cayyae yaapa vav nageHns nprbop MOXKeT NoBPeanTbCs, YTO MOMKET MOBAUATL Ha NPABU/IbHOCTb
ero paboTbl ¥ HapPyLIUTL NPOLIECC 3aNPOrPaMMMpPOBaHHOro obcae0BaHms;

MponHbOpMMpYITE NALMEHTA O TOM, YTO Kabeslb U MaHXeTy caesyeT AepKaTb Nodablie OT AeTel
13-3a PUCKA YAYLWbA U CAABAMBAHNA LWEN.

CTeneHb TOYHOCTU M3MEPEHMIA COCTABAAET = 3 MM PT. CT.

MPUMEYAHMUE: Ecnu npubop ucnons3yemca 8 COomgemcmauu ¢ HACMOAUUM PyKo80OCMEOM U 0718 KA 0020
06C/1e008aHUA UCNO/163YIOMCA HOBbLIE AKKYMYAAMOPSI, NAUUEHMy He caedyem 3aMeHAMb aKKYMyAAmop, mak
KaK CPOK e2o cry#bsl coomsemcmayem npoooixumensHocmu 06c1ed08aHuUS.
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3. 3JIEKTPOMATHUTHAA COBMECTUMOCTb (3MC)

Mpubop TpebyeT cneumanbHbiX Mep NPeaoCTOPOKHOCTM B OTHOLUEHWWN 3NEKTPOMArHUTHOM COBMECTUMOCTMU.
MoaTomy ero cneayeTt yCTaHaBAMBATb M BBOAWTbL B IKCM/yaTaUMio B COOTBETCTBUM C MHPOpmaumein ob
3N1eKTPOMarHMTHON COBMECTMMOCTH, COAEePKalleica B HAaCTOALLEM PYKOBOACTBeE.

[epeHoCHble N MOBUAbHbIE NPUBOPbLI PAAMOCBA3N MOTYT NMOBAUATL Ha PaboTy Npubopa.

Mcnonb3oBaHMe KOMMNAEKTYOWMX, AAaTYMKOB UAM Kabenen, OTIMYHbIX OT YKa3aHHbIX B Naparpade 8.2, moxeT
NPUBECTM K YBEIMYEHUIO N3/TYYEHWNA M YMEHbLUEHMIO YCTOMYMBOCTM Nprbopa.

& Mepbl NpeaoCTOPOXKHOCTH

= [lpubop npeaHasHayeH [AN8 WUCMNOMb30BAHMA TOAbKO NPOGECCMOHANbHBIM  MEeAMLMHCKUM
nepcoHasnom. Mpubop MOXKeT co3gaBaTb PagMONoOMexnM MW HapylwaTb paboTy 6aM3nerallero
obopyaoBaHuMA. [03TOMY MOMKET BO3HMKHYTb HEOOXOAMMOCTb B NMPUHATUM MEP MO CMATYEHUIO TaKuX
nocneacTBuiA - Hamp., MO NepeHanpPaBAeHUIo UK NepecTaHoBKe Npubopa, MAKM NO 3KPaHMPOBAHMIO
nomeLLeHuA.

. Ncnonb3oBaHume KOMMNEKTYHOLWNX N Ka6ene1?1, OT/INYHbIX OT YKa3aHHbIX KoMnaHuemn Cardioline, MOXeT
NpUBECTU K yBEJIMYEHUIO VI3fIyLIeHVIPI NNV YMEHbLUEHWIO 3alUTbl CUCTEMBI.

=  [Ipnbop Henb3a pasmelLaTb PAAOM C APYrMm 06opya0BaHMM UK nosepx ero. Mpu HeobxoanmmocTm
ybeauTech B TOM, YTO Npubop paboTaeT B COOTBETCTBUM CO CTAHAAPTHLIMM MpoLEeaypPamu.

Bo Bpems ncnonb3oBaHWa Nprubopa A0MKHA BbiTb COBNOAEHA 3NEKTPOMArHUTHAA COBMECTUMOCTb C APYTMMM
PAOOM PACMONOKEHHbBIMM NPUBOPaMK.

DNEKTPOHHbBIA NPUBOP MOMKET reHepMpPoBaTb UM NOAYYaTb SNEKTPOMArHUTHbIE MOMEXW. BbiN0 BbINOSHEHO
TECTMPOBaHMe 3neKTpoKapamorpada Ha 31eKTPOMArHUMTHyt0 coBmectumocTtb (CEM) cornacHo TpeboBaHMAM
MexayHapoaHoi ampektmebl CEM ana meamumHckmnx npubopos (IEC 60601-1-2). HacToAuwaa Hopma IEC
npuHaTa B EBpone Kak eBponelickumii ctanaapT (EN 60601-1-2).

CTauMoHapHoe, mnepeHocHoe W MobuabHoe obopyaosaHne ans RF CBA3M  MOXKET NOBAMATL Ha
9KCMyaTaLUMOHHbIE  XapPaKTePUCTUKM  MeAMUMHCKMX npubopos. Cm. nap. 3.1.4, roe npuseaeHbl
PEeKOMEHyeMble PAaCcCTOAHMA MEXAY Paanonpubopamm n CMCTEMON.

3.1.1. CnpasouyHaa uHbOpPMALUA U 3asABNEeHUME WU3rOTOBUTENA, Kacalwlwmeca
3N1eKTPOMArHUTHbIX U3NTyYeHUM

Cucrema Walk200b paspaboTtaHa Ana MCnosib30BaHMA B 31€KTPOMArHUTHON cpeae, yKasaHHoM Aanee B TabauLe.
KnuneHT nnm nonbosatens Walk200b nomkeH ybeamTbea B TOM, UTO NpMbBOP MCNONb3yeTcsa B TaKOW cpese.

Mpubop Walk200b mcnonb3yeT paamMoyacTOTHYIO SHEPTUO TONbKO ANf

PaaunouactoTHble nsnydeHus (RF) . 1 CBOMX  BHYTpeHHMX  dyHKUMA. CnegosaTenbHO,  pPajMoyacToTHoe
nna
CISPR 11 Py n3NyYeHne ABNAETCA O4eHb CabbiM W BPAL AWM CO34ACT NOMEXU ANA

PAcnoOXeHHbIX MOBAN30CTU 3NEKTPOHHbBIX MPUBOPOB..

PaamoyactoTHble nsnyyeHns (RF) Knacc B

CARDIOLINE



Walk200b
3. 3NEKTPOMATHUTHAA COBMECTUMOCTb (3MC)

CISPR 11

N3ny4eHus rapmMoHIK He Mpubop Walk200b NpurogeH [ANs  UCMOAb30BaHWMA B JOObIX
IEC 61000-3-2 APUMEHNMO 06CTOATENBCTBAX, B TOM YMC/IE B LOMALLHWX YCOBUAX, @ TaKKe B 0ObLIX
Konebanus MOMELLEHUAX C MPAMbIM MOAKMOYEHMEM K OBOLWECTBEHHOM CceTu
HanpsKeHWs/ davkep He ObITOBOr0O 3/1EKTPOCHAbXKEHMS.

IEC 61000-3-3 MPAMEHIMO

3.1.2. CnpaBo4Haa nHpopmauuma u 3aaBNIeHUA U3TOTOBUTENA - DNEKTPOMArHUTHaA
HEeBOCNPUUMUYNBOCTb

Cnctema Walk200b paspaboTaHa 4/18 MCNO/b30BaHNA B 3/1EKTPOMArHUTHOWM Cpejie, yKasaHHOW Aanee B Tabauue.
KameHT nam nonbsosatens Walk200b gonxkeH ybeamtbes B TOM, YTO NPrbOp MCNo/b3yeTca B Takoi cpese.

Mon AonxeH bbiTb AePeBAHHbBIM, LLEMEHTHbLIM UK 13
JneKTpocTaTuyeckme +/- 6 KB npu +/- 6 KB npu A OBITb AEP o b
Kepammyeckon NAnTKK. Mpu Haanymm
pa3paabl (ESD) KOHTaKTe KOHTaKTe
CUMHTETMYECKOro NOKPbITUS OTHOCUTE IbHAA
IEC 61000-4-2 +/- 8 KB B BO3ayxe +/- 8 KB B BO3aYXE o
B/IAXKHOCTb [10/1’KHa COCTaBNATb He meHee 30%.
+/- 2 KB 4na AvHUi +/- 2 KB ona AnHNiA
BbIcTpble aneKkTpuyeckme ATAHS QATaHms KayecTBo HanpsAKeHMs cetn A0MKHO
nepexoHble NpoLecchl COOTBETCTBOBATb KayecTBY, XapakTepHoOMy A/1A
PeEXOL; pou, +/- 1 kB gna +/- 1 kB ana Y, xap P VA
/NOTOKM BXOLHbIX/BbIXOAHBIX | BXOZHbIX/BbIXOAHbIX 06bIYHOro 60/ILHUYHOTO MM KOMMEPYECKOTO
IEC 61000-4-4 AR A A A noMeLLeHus.
NIUHWIA NINHW
Nepexomnoe +/- 1 KB OT MHUM K +/- 1 KB OT MHMUM K KayecTBo Hanpsa»KeHWa ceT AOMKHO
PEXOL NVHUK NIMHUM COOTBETCTBOBATH KAYECTBY, XapaKTepHOMY A/1A
nepeHanpsaxeHune
IEC 61000-4-5 +/- 2 KB OT MHUM K +/- 2 KB OT AnHMUM K 06bI4HOr0 6ONILHUYHOTO MM KOMMEPYECKOTO
3emne 3emne NomeLeHus.
<5% Ur
(>95% nagexue Ur)
B TeyeHume 0,5
nepuoaoB
CKaYKM HanpaeHus, 40% U
KpaTKoBpemMeHHble (>60% nagaeHune UT)
npepbiBaHnAa u B TeyeHune 5
KonebaHua Mpubop paboTaeT Ha BydepHbIX aKKyMyATOPax U
nepuoaos He npumMeHMo p pp yoep (Kymy. p
HanpsAXKeHUs B ceTax npeAHasHa4YeHo 419 HenpepbIBHON paboTbl.
nWUTaHWA 70% Ur
Ha BxoJe (>60% nageHune UT)
IEC 61000-4-11 B TeueHue 25
nepuoaoB
<5% Ut
(>95% nagexue Ur)
Ha5c
MarHuMTHOe nosne ToKa B CeTW A0/IKHO bbITb Ha
MarnuTHOe none v onpefeneHHOM YPOBHE, XapaKTEPHOM TUMUYHOM
4acToTa TOKa B ceTu 3A/m 3 A/m P P , Xap P Y
(50/60 ) NO3ULMOHUPOBAHMIO B 6O/TIbHUYHBIX UK
00LLIECTBEHHbIX MOMELULEHUSAX.

MPUMEYAHUE: Ur - amo HanpsaxceHue 8 cemu hepemeHH020 moKa 00 no0a4yu mecmoso2o CueHasa.

3.1.3. CnpasoyHaa uHPpopmauma U 3aaBNEeHUA U3TOTOBUTENA - DNIEKTPOMaArHUTHas
HEeBOCNPUMMUYUNBOCTb

Cuctema Walk200b paspaboTaHa 418 MCNO/b30BaHMS B 3MEKTPOMArHUTHOM cpeae, YKasaHHOM aanee 8 TabauLe.
KaneHT nam nonb3osatesns bp one + JonskeH ybeamuTbea B TOM, 4TO Nprbop MCNo/b3yeTcs B TakoM cpeae.
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DOBOANMAR 3 B MepeHocHble 1 MOBUAbHbIE NPUBOPbI PaANOCBA3N
g VIOﬁaCTOTa (cpeaHeKBagpaTUuHOE 3B HeNb3A WCMOAb30BaTb Ha PACCTOAHMM, MeHbllem
IpEéu‘61000-4—6 3HaueHue) UeM  peKOMeHAyemoe — pacCTOAHME  yAaneHus,
Ot 150 Kkl'y, ao 80 ML, paccumTbiBaemMoe no Gopmyne, NpUMeHAeMon B
3aBMCUMOCTY OT YacTOTbl NepeAaTdMKa.
PekoMeHayemoe paccTosHue yaaneHna:
[ 3.5
d=
| 3Frms
BEE
d= —31;;"1}@ OT 80 My, 10 800 ML
[ 7
= —]ﬁ
| 3/ m OT1 800 Ml'y, o 2,5 1Ty,
amoaors 3 B/ 38/
IEC 61000-4-3 OT80 Ml o 2,5 1Ty, rae P - 3TO MakcMMa/ibHad HOMMHaNbHaA BbIXO4HasA

MOLLHOCTb Mepefativka B Batrax (BT), cornacHo
cneupduKaumMm npomsBoamTens nepeaatinka, a d -
PEKOMEH/lyeMOE PACCTOAHME YAANEHWA B METPAX (M).

HanpsskeHHoCTb 3N1EKTPUYECKOTO nons
CTalMOHapHbIX paavonepeaaTimnKos,
onpeaensemas nocpeacTBOMm 3amepa

9/1EKTPOMArHMTHOrO MONA Ha MecTe (a), [L0/KHa
ObITb MeHbLUEe YPOBHA COOTBETCTBUA A1A KaKAOro
AmanasoHa YactoThbl (b).

B6113M obopyaoBaHus, 0603Ha4eHHOro
CNeayoLmMM CYMBOIOM, MOTYT BO3HUKaTb MOMEXM:

()

MPUMEYAHMUE 1: IMpu 80 MIy u 800 MTlu, npumeHaemca bosee 8biCOKUL YacmomHsbil OuanasoH.

MPUMEYHAHUE 2: /[laHHble NOAOHCEHUA NPUMEHUMEbI

He 80 e8cex cumyayuax. PacnpocmpaHeHue

2/1EKMPOMAZHUMHO20 U3/1y4eHUs 30a8UCUM OM YPOBHA NO2A0UEHUS U OMPOXEHUA 0m COopymeHud,
06vekmos u soed.

a) HanpssKeHHOCTb 31eKTPUYECKOro MoA CTalMOHAPHbIX paauonepenaTinkos, TakMx Kak Ba3osblie CTaHLmMM
4na  paamotenedoHoB (COTOBbIX/6ECNpPOBOAHLIX), a TaKXe Ha3eMHble MODU/bHblE U NOUTENbCKME
PaAMOCTaHLMKM, CTaHUMK, Bewatoume Ha YyactoTax AM 1 FM, a TakKe CTaHUuM TenesellaHna, HEBO3MOMKHO

npeackasatb

C

BbICOKOM TO4YHOCTblO. YTOOBLI

OUEeHNTb

S/1EKTPOMArHUTHYHO CO3aBaemyto

cpesy,

CTaUMOHaPHbIMK paguonepeaaTyMkaMm, HeobxoaMMO 3aMepUTb CUY SIEKTPOMArHUTHOTO MOA Ha MecTe.
Ecnn HanpsyKeHHOCTb 3/71EKTPMYECKOro Mo/A, 3aMepeHHas Ha MecTe Mcrnosb3oBaHua npubopa Walk200b,
NpeBblWaeT COOTBETCTBYIOLWIMIA BblleyKa3aHHbIA YPOBEHb COOTBETCTBMSA, HeobxoAMmMo MnoHabaoaaTh 3a
paboToit npubopa u ybeanTbca, YTo OH paboTaeT nNpaBuabHO. Mpy O0BHAPYKEHWM OTKNOHEHWI B paboTe
MOKET BO3HWMKHYTb HEOOXOAMMOCTb B MPUHATUM IONONHUTEIbHBIX MEP, TaKMX KaK MOBOPOT Npnbopa B Apyryto
CTOPOHY UK NepemMeHa nonoxeHus npnbopa Walk200b.

b) B uHTepBane 4acToTbl ToKa 0T 150 Ky, 40 80 ML, HaNPAXKEHHOCTb NOAA A0/IKHA ObiTb MeHblle 3 B/M.
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Walk200b
3. 3NEKTPOMATHUTHAA COBMECTUMOCTb (3MC)

3.1.4. PekomeHayemble pPacCCTOAHUA MeXAY MNepeHOCHbIMU U MO6UAbHbIMMU
cpeacTtBamu paguoceasm u npubopom Walk200b

Mpnbop Walk200b pa3paboTaH 4714 MCMNO/b30BaHUA B 3/1EKTPOMArHUTHOM cpefe, B KOTOPOWN M3/yYaemble
PaZMOYaCTOTHbIE  MOMEXM  KOHTpOAMpyroTcA.  [lokynaTenb MAM  onepaTop  MOryT  CcnocobcTBoBaThb
NpeaoTBPaLEHNIO BO3HUKHOBEHUS 3/1EKTPOMAarHUTHbIX MOMEX, MOAAEPMKMBaAs MUHUMaAbHOE PacCToAHME
MEX Ay NepPeHOCHbIMM 1 MODU/bHBIMM CPeACTBaMMN PaanoCcBa3n (nepegatumkamm) n npubopom Walk200b 8
COOTBETCTBUWN CO CEAYHOLMMM PEKOMEHAALUMAMM, B 3aBMCMMOCTM OT MAKCMMalbHOTO 3HAYEHWNA BbIXOAHOM
MOLLHOCTM NPUBOPOB PaaNOCBA3N.

d=1221F d=121F d=[L WP
[ Ey Ei
0,01 0,12 0,12 0,23
0,1 0,37 0,37 0,74
1 1,17 1,17 2,33
10 3,69 3,69 7,38
100 11,67 11,67 23,33

[ns nepeaaTtymKkoB, HOMMHA/IbHbIE MaKCMMa/bHble 3HAYEHMA BbIXOAHON HOMMWHANBHOM MOLLHOCTM KOTOPbIX
He NpuBeaeHbl Bbille, PEKOMEHOyeMOe paccToaHue yaaneHna d B meTpax (M) MOXHO onpeaennTb Mo
ypaBHEHWIO, MPUMEHAEMOMY A8 OnpeaeneHns 4acToTbl nepeaaTinka, rae P - 3To MakcMmanbHas BbIXOAHan
HOMMHaNbHAA MOLLHOCTb NepedaTyMka B BatTax (BT) B 3aBMCMMOCTM OT cneumduKaumMm npovssoamMTens
nepeaaTymKa.

MPUMEYAHUE 1: lNpu yposHe 80 Mlu u 800 MIy npumeHaemca paccmosHue yoaneHus 6osnee 8bICOKO20
4acmomHo20 duana3oHa.
MPUMEYAHUE 2: [laHHble nosaoxeHUA nNpuMeHUMbl He 80 8cex cumyayuax. PacnpocmpaHeHue

2/1eKMPOMAZHUMHO20 U3/1y4YeHUs 3a8UcCUM Om YPOBHA NO2A0oUWeHUA U OMPaMeHUs 0m COopymweHul,
0b6vexkmos u soedl.
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Walk200b
4. 3HAKM 1 STUKETKM

4. 3HAKU U ITUKETKU

4.1. 3HaKu Ha npubope

A MpnaeprKMBaTbCA MHCTPYKLMI, NPMBEAEHHbIX B PYKOBOACTBE MO 3KCMAyaTaumm
C € MapkunposKa CE - cooTseTcTBME TpebOBaHUAM AMPEKTUB EBponelickoro cotsa
1936

[MpounssoauTe b

KOHTPObHbI HOMep (Ko n3aenns)

SN Homep cepum

Homep naptum

[o4 n3rotosneHmA

-||- Tun obopyaoBaHus BF —3awmta oT Aednbpunnaumm

Mpnbop ¢ paMoyacTOTHOMN CBA3LIO

PasaenbHblii CHOp 3NEKTPUUECKMX U 3NEKTPOHHbIX NPpMHOopPoB

@
@ Cm. PYKOBOACTBO MO 3KCNAyaTaumnmn

VI3meHeHne TemnepaTypbl

@ N3meHeHne BNaXKHOCTH
'

XpaHWTb B CYXOM MecTe

- bes nartekca
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Walk200b
5. BBENEHMUE

5. BBEAEHUE

5.1. LUenb pykoBoactsa

B HacTosLem pyKoBOACTBE NpuBoAUTCS onucaHme npubopa Walk200b.
PYKOBOACTBO NpeACTaBAAeT COBOM CNPaBOYHMK MO BbINMOJAHEHWIO CeAyOWMX onepaLmin:

= PasymHOe 1Cnosib3osaHue Npnbopa, GyHKUMOHANbHbBIX KAaBULL M NOC/AeA0BaTe/IbHOCTEN MEHIO.
= [lpoBeneHue obcneaosanus. (Pasaen 6).

= TexobcnysmnBaHMe, HEUCNPABHOCTU M cnocobbl Ux ycTpaHeHua (pasaen 7).

5.2. Komy npegHasHa4yeHO

HacTosllee pyKoBoACTBO MpeAHasHayeHo A1A NPodecCMoHaNbHbIX MeAULMHCKMX paboTHMKOB. [MosTomy
Lenesan ayautopus AoKHa 061a4aTb KOHKPETHBIMW 3HAHUAMM MeANLMHCKMX NpoLeayp U TEPMUHOMOMM,
KaK TOro TpebyeT KANHUYECKas NpaKTu1Ka.

5.3. HasHaueHuMe

Walk200b sBnsetca HemHBa3MBHbIM aMOy/NaTOPHbIM PErMcTpPaTopoM apTepuanbHoro aasneHua (ABP) ans
KPYrN0CYyTOYHOrO MOHUTOPUHTA.

Mpnbop M3MEepseT CUCTONMYECKOE M [AMACTONMYECKOe apTepuasbHOe JaBfeHue, a Takke nyabc. [asneHue
M3MEPAETCA OCLMIIOMETPUUYECKMM METOAOM.

PerncTpaTtop B3anMoAEeNCTBYET C KOMMbIOTEPOM Mo becnposoaHOMY KaHasy Bluetooth.

Mprbop NOAXOOUT ANA UCNONb30BAHMS B KIMHMUUYECKMUX YCA0BUAX: B BONBHMLIAX, MEANLMHCKUX KAMHUKaX 1 oducax
ntoboro pasmepa.

Mpvbop npeaHasHadYeH O1A CHATWMA M PerucTpaumm M3MEepPeHWi apTepuanbHoro AaBaeHUs, KOTOpble MOMKHO
MCMNO/b30BaTb 418 OLUEHKM M ANAarHOCTMKIM COCTOAHMSA NaLMeHTa.

YTO KacaeTca KOHKPETHOrO MPUMEHEHMA 1 CBA3AHHOM C HUM KIMHWUYECKOW NPaKTUKM, NepepbIs B 3anMcK NOKasaHMit
MOXKET MoB/eYb 33 COOOM HEOOXOAMMOCTb MOBTOPHOMO 06CNE0BAHNSA, HO HWUKAK He BAMAET Ha 6e30MacHOCTb
naumeHTa.

= [lpnbop NPUroAeH A1 CHATUA U PEMUCTPALMM M3MepeHNI All B TedeHWe 24 4acoB Yepes onpeae/ieHHbIin
MHTEPBA/I BPEMEHM.

= [lpnbop HEeNb3A UCMOIL30BATb A/ KOHTPOAA apTePUaNbHOIO AaBeHWS BO BPEMA MHTEHCMBHOM Tepanum
WM NPK NPOBEAEHUM ONePaLIiA.

" |'|pM60p He npegHa3HaveH A4 MCNoJib30BaHMA B Ka4eCTBE MOHNTOPA d)MSl/IOfIOI'W—IeCKl/IX NPWU3HAKOB XXN3HW.

" |'|pM60p HEe npeaHasHa4YeH A/14 MUCNOJ1Ib30BaHMA B KayecTtBe eAMHCTBEHHOro cpeacrsa AMArHOCTUKW.
Pe3yanaTb| O6Cl'|e,£l,OBaHl/Il\/ll BCerda nognexat npoBepkKe 1 NoarBepAeHUO Bpada-cneunaancra.
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Walk200b
5. BBENEHMUE

Mprnbop npeaHasHauYeH Kak 4/18 B3POC/bIX MaLMEHTOB, TaK W /1A NaLpMeHTOB AETCKOro BO3pacTa.
AnnapaT He npeiHa3Ha4YeH 4/18 HeOHATa/IbHOrO MCMOb30BaHMS.
HeT HMKaKMX orpaHUYeHMI C TOYKM 3peHMA Nnoa 1 pachl.

Mpubop npeaHasHayYeH 419 MCNOMb30BaHUS BPaYoOM UK COTPYAHMKOM, AEUCTBYIOWMM MO NPeanmcaHmio
YMO/IHOMOYEHHOTO Bpaya, ec/in oHU Oblin 0bydeHbl paboTe ¢ amMbynaTOpPHbIMK NPMOOPaMM M3MepPEHMSA
apTepuanbHOro AaBneHus.

Mpnbop NpeHa3HaueH A1A MCNOIb30BaHMA NALMEHTaMM, KOTOPbIE OblAM A0KHBIM 06Pa30M NPONHCTPYKTUPOBAHbI
BPaYOM C YHETOM CAeAyoLLIMX NPeaynpeXaeHNin:

5.4.

Mpnbop HEOHXOANMO HOCUTL B TEYEHME BCETO CPOKa 06C1e0BaHNA;
Ecam nprbop NomeLLEH B YEXO/, IO HW B KOEM C/lydae He/b3A BbIHMMATb;

|_|pl/|60p He 3allpyleH OT nonagaHnAa XKMAKOCTKU, €C/IM OH HE 3aK/IKo4eEH B I'Ipe,EI,OXpaHVITe/'IbeIlZ d)yTJ'IFIp,
MO3TOMY HE1b3A A0MNYCKaTb €ro HAMOKaHWA,

Ecnm maHxeTa cnyqaﬁHo OTCOEANHNTCA, O6paTMTECb K Bpa4y U B KIMHWKY 3a MHCTPYKUMAMMU,

B c/ly4ae CTONKHOBEHMS MK NaAeHWA NPMHOP MOMKET NMOBPEAMTLCA, YTO MOMKET MOBANATL Ha NPaBUIbHOCTb
ero GyHKUMOHMPOBAHNA 1 Pe3y/IbTaTbl 3aM1aHMPOBaHHbIX 06cae40BaHWIA;

MponHGOPMMPYIATE NaLMEHTa O TOM, YTO MaHXKETY M Kabenb creayeT AepaTb Nodasnblue oT AeTel 13-3a
PUCKa YAyLIbA M CAABAMBAHMA LWEW.

OnucaHue npubopa

YCTPOWCTBO NpPeACTaBAseT CcobOM PermcTpatop MOHUTOPA apTePUaNbHOro AaBAeHMs, MO3BOANOLIMNA
NPOBOAUTL M3MepeHua B TedeHue 24 yvacoB. [lpeaHasHayeH A4 KPYraoCyTOYHOro ambynaTopHoro
HabaoaeHuA.

B 3aBMCMMOCTM OT HACTPOWMKM NpuobpeTeHHOro nprubopa oH MOXKeT bbiTb ocHalleH Bluetooth- n/wam USB-
coeIMHeHNEM, Yepes KOTOPOe OHO MOXET NMOAKAYaTbCA K K npu nomoLy cneumanbHoro nporpaMmmHoro
obecneyeHus, ycTaHoBNEHHOTO Ha camom MK, MoakatodeHne paboTaeT Kak Npu NOAroToBKe K 06¢cnei0BaHMI,
TaK 1 NpK 3arpyske AaHHbIX.

B cocTtaB npnbopa BXOAAT:

1.

2
3.
4

15

Kabenb naumeHTa 1 MaHKeTa.
Yexon.
2 akkymynatopa (AA 1,5V).

PyKoBOACTBO NO 3KCMyaTaumm.
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Walk200b
5. BBEAEHWUE

5.4.1. O6wwue cBepgeHun

uUsB

Bua c3agu:

1
CARDIOLINE
walk2oob
— /A
S -
2 —

1. TpybKa MaHKeTbl / BO3/yLIHbINA pa3bem.
2. OTceK ANnAa akKyMynATOPOB.

3. Bluetooth-untepoeiic (He oTobpaxaeTca).
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5. BBENEHMUE

Bug ceepxy

KnasuLua 3anycka.

Knasuwa «JeHb/Houb».
Knasuwa «dencremne».

Knasuwa ON/OFF («BKJ/1./BbIK/1.»).

©® N o ok

HKK-gmucnnen.

5.4.2. Knasuwm

ON/OFF («BK/1./BbIK/1.»)

C NOMOLLbIO 3TUX KNABMLL MOXHO BKItOYATb M BbikAOYaTh pernctpatop Walk200b. Bo nsbeskaHume cnydaitHoro
BK/IOYEHMSA UM BbIKIOYEHWUA KNaBuMLla pearmpyeTt TOMbKO Yepes 2 cekyHabl. [pu HaxaTtum nobolt apyroi
KNaBULLIM M3MEPEHME AABAEHNA TaKKe MOXKET NpexaeBpeMeHHO NpepBaThCs, B pesyabTaTe Yero npomsonaer
HbICTPbIV COPOC AaBNEHMA BHYTPM MaHKeTbl. [peaynpexaeHue: 418 NPoA0/IKEHMA BHOBb BKAOUMTE Npnbop.

3anyck @

[na Hayana ANUTENbHOrO KPYr0CYTOYHOrO M3MepeHns Heobxoammo HaxkaTb KHonky AVVIO («MYCK») ans
NpoBeAeHMA U3MEPEHMA BHE NPee/l0B paHee yKa3aHHbIX MU3MePUTENbHbIX LMKA0B. BHMMaHue! Bpay gonkeH
NpoOBEPUTL MPaBUAbHOCTb Pe3y/bTaTOB MEPBOro M3MepeHusa, 4Tobbl MPaBWIbHO MPOBECTM Mocaeaytolme
M3MepeHMA N NPABUAbHO PACMONOKUTb MaHKeTy. B ciyyae oWwnbKM cnefynte MHCTPYKUMAM, NpUBEAEHHbIM
B naparpade «[oAroToBKa K MU3mepeHnsam 1 obHapyKeHme olnboK». Mpu HaXKaTUM KHOMKKM NycKa Ha aucnaee
oTobpaKaeTca KONMYECTBO paHee NPOBeAEHHbIX M3MEPEHUIA, MOC/E YEero 3anyckaeTca M3MepeHme BPYYHYHO.
Bo Bpema nepBoro namepeHua MaHxeTa pasyBaeTca nocteneHHo. Cpasy nocie onpeseneHua AaBleHna B
MaHKeTe, HeobXoAMMOTO ANA UIMEPEHNA CUCTONIMYECKOrO apTepMabHOro AaBaeHWsA, NOyYeHHOe 3HaYeH e
COXPAHAETCA M aBTOMATUYECKM LOCTUraeTca Npu MOCNeyiowmMx aBTOMATUYECKMX W3MepeHuax. laumeHT
MOXEeT MCMONb30BaTb KHOMKY MyCcKa ANA HACTPOMKM  M3MEpeHMs BpyyHyto B JOMOSHEHWe K
npenycTaHOBAEHHOMY U3MEPUTENBHOMY LMKAY.
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Walk200b
5. BBENEHMUE

‘\
«[leHb N HOYb» ’fé)

Ta KnaBMlla MO3BOMAET pas/MuyaTbh dasbl NPOOYKAEHWA M CHa BO BPEMA 3aMWCK, YTO ABAAETCA BaKHOW
GYHKUMEN C TOYKM 3PEHMA CTAaTUCTMUYECKOM OLEHKM W NpeacTasneHms rpadukos. ViHaye roBops, naumeHTy
npeanaraeTca HaxkaTb knasmwy «AEHb/HOYb» nepen 0TX040M KO CHY, @ 3aTeM Npu yTPEHHEM NPOoByKAEHNM.
Bnaronapsa sTon GYHKUMM MHTEPBA MOHUTOPMHIA NOACTPAMBAETCA N0 ONpeAe/leHHOro NaluMeHTa, a OLeHKa
npoduas apTepuanbHOro AasBaeHna ynpouaeTca. [ToMMMO PeryIMpoBKM MHTepBaaa, NPOU3BOAMTCA TaKKe
BbIBOZ, Ha NeyYyaTb COOTBETCTBYIOLLIEN MHPOPMaLMN. ECan KnaBuila He NCMONb3YeTCA, MHTEPBA M3MEHSETCA B
COOTBETCTBUM C BbIOPAHHbIM NMPOTOKO/IOM.

Mapkep gencrsums @

ITa KNaBuLia NO3BO/AET NaLUMEHTY AenaTb 3aMucK O BPEMEHM NPUEMa IEKAPCTBA U O I0DbIX BbINOJHAEMbIX
LEeVCTBUAX, KOTOPbIE MOTYT Bbi3BaTb MOBbIWEHWE AN NOHWKEHME AaBAeHMUS.

HaxkmuTe 3Ty KnasuLly, YTobbl cpasy HadyaTb M3MepeHmne. MNaumneHT A0KeH 3anmcaTb MOTMBALIMIO, HaXaB Ha
Knasuuly «eicTBme» COOTBETCTBYIOLWEro AHEBHMKA.

5.4.3. Oucnnew

HK-aucnneln pacnonoxeH Ha nepeaHel naHenu Kopnyca permcrtpatopa. Ha Hem otobparkaeTca nHbopmaums
0015 Bpaya M NaumeHTa O AaHHbIX M3MEPEeHMit, HacTPOMKaX MOHUTOPMHTA M OLWMOKAX M3MEPEHMIA.

5.4.4. 3ByKOBble CUrHa/bl

Icnonb3ytoTca 0IHO- MM MHOTO3BYKOBbIE aKyCTUYECKME CUTHAbI.
Mpubop M3aaeT creaytolme CUrHanbl:

= 1 3BYKOBOM CUIHan: BKAHOYEHME WM BLIKJKOYEHME, HAYyano W 3aBeplleHWe M3MepeHusa (3a
MCKOYEHNEM HOUYHbIX MHTEPBAOB), YAaNeHUe MHTepdelicHOro Kabens, KoHeL, MHPPaKpacHO CBA3H,
HaCTpOWMKa 1 OKoHYaHWe Bluetooth-cBsa3K, a TakkKe OWMBKN M3MepeHms.

= 3 3BYKOBbIX CUIHa/Ma: CUCTEMHAnA OWMNHKa.

= HenpepblBHbIA 3ByKOBOW cUrHan: Cepbe3Has CUCTEMHas owubKa (Hanp., AaBAeHWe MaHXKeTbl
npesbiwaeT 15 Mm pT.cT. B TeyeHne bonee 10 cekyHA nocie U3mepeHus).

= CouyeTaHuA 3BYKOBLIX CUIHa/MOB: [1pW yaaneHUn U3MEPEHUIA BPYYHYIO pPa3aaeTca NepBblil 3ByKOBOM
CUrHan, a Yepes 2 cekyHabl - eule 5.

MPUMEYAHUE: coobuume nayueHmy o 38yKOBbIX CU2HA/AX, U30aB8aeMbix NPUBOPOM, KaK yKA3AHO 8 NYHKMe
2.1.

5.4.5. lNoacoeanHeHUe MaHXKeTbl

Paszbem maHxeTbl pPacnonoxXeH Ha rlepe,u,HeVl NnaHesIn KopnycCa perncrtpatopa. MaH»eTa noacoeamHAETCA K
perncrpatopy C NnOMOLbO COOTBeTCTBYI-OLLI,eI\/II pr6Kl/I, MeTaNINYECKON PO3eTKN N MeTaNI/IMY4eCKOro wrteKkepa.
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Walk200b
5. BBEAEHWUE

MPUMEYAHUE: Bpay u nayueHm 0o0nxcHblI 8ce2da cnedums 30 meM, 4mobbl npu noocoeouHeHuUU
Memasauyeckoeo umekepa (8030yuIHO20 pa3bemad) NOC/bIWACA Wen4dok. [1pu Henpasus6HOM CoeOUHeHUU
MexXoy peaucmpamopom u mpybKol 6ydym nosy4deHsl HegepHsole pe3ys1ibmamsl udmepeHud.
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6. NPOBEAEHVE OBCNEAOBAHMA

6. NMPOBEAEHUE OBCNNIEAOBAHUA

6.1. [MepBOHauyanbHbIN 3aNyCcK

*  [loagcoeamHuTe TPYOKY K OAHOM M3 MaHKET, BXOAALLMX B KOMM/IEKT NOCTaBKM (KaK yKa3aHo B MyHKTE
6.3), BCTABMB €ro B M/1aCTMAcCOBbIN Pa3bem.

*  [loacoeanHuTe TPYOKY MaHKeTbl K pasbemy Ha nepeaHen naHenn Koprnyca perucrpaTopa.

* [lpexae BCero npoBepbTe, MPaBMALHO AWM BCTaB/AEHbl aKKyMyAATOpbl. PekomeHayeTca Bceraa
HauyMHaTb HOBbIM CEAHC MOHWTOPMHIA C MOMHOCTBLIO 3aPAMEHHBIMU aKKyMynaTopamu. B KauyecTse
a/IbTEPHATVBbI  MOXHO WCMOJIb30BaTh  LWE/I0YHbIE aKKYMyaATOpbl. Ybeautecb B MNPaBWMIbHOM
PACMONIOKEHWUN aKKYMYNATOPOB.

MPUMEYAHMUE: Vicnosesylime mosbKo HUKesnb-Memassno2udpudHele akkymyaamopsl (Ni-Mh) muHumaneHot
emrkocmoto 1500 MAY U MakcumasnsHol emkocmeto 2450 mAY (AA) unu wenoyHsie akkymynamopsi 1,5 B (AA).
3ATPELIAETCA ucnone3o8ame aKKyMyanamopsl 0pyeo2o muna ¢ 60s1ee 8bicoOKoU eMKOCMbO Usu AUMmMuUessie
AKKYMYAAMOpbI.

MPUMEYHAHUE: [Meped mem, Kak 8cmasume HUKesb-Memasso2udpudHbie aKKyMysaamopsl 8 npubop, ux
peKomeHOyemca 3apA0umMs U pa3pA0UMb HECKO/bKO Pas3.

6.2. loarotoBKa K UCNO/ZIb3OBAHUIO

6.2.1. BKnwueHue

Bcerga npoBepAiTe COCTOAHWE CBOEro perucTpatopa nepej ero nepegavein naumeHTy. NpoBepKy MOXKHO
BbINONHWTb, CAeAysA NCXOAHBIM AaHHbBIM, OTOBpaXKaemMbIM Ha SKpPaHe perucTpaTopa cpasy Nocne BKAYEHUA.
Haxkmmte knasuwy ON/OFF («BK/1./BbIK/1») 1 ybeantech B TOM, 4TO Ha 3KpaHe oTobpakatoTcsa cneaytouime
OaHHble:

= CocTosaHMe akkymynaTopa (BosbT): Ana HUKeNb-MeTanNorMapUAHLIX Nepe3aparkaemblx
AKKYMYJIATOPOB MUH. 2,75; ANA WEeA0UYHbIX aKKYMyAaTopoB MuMH. 3,10.

=  TecTMpoBaHuWe cermeHToB aucnnesn: ot 999:999 no 000:000; BmecTe ¢ undpammn oTobparkatoTcs 1 Bce
oCTanbHble cumeoabl HKK-gucnnea. [poBepbTe NPaBWAbHOCTL M MOAHOTY OTOOpParKEHWA BCeX
CErmMmeHTOB (MPaBMIbHOCTb NMOMIHOTO KO BCeraa npoBepsaeTca B POHOBOM PeKMME).

=  Bpems B 24-yacoBom dopmarte: Mpumep: 12:55.

Ecnv BO Bpema BHYyTPeHHEero TeCTMpOoBaHWA NPON30MAET OWMOKa, PermcTpaTop BbiBeAeT Ha AMCNAen HaaANUCh
«EQ04» 1 noaacT 3B8yKOBOW CUTrHanN.

N3 coobparkeHnin beszonacHocT paboTa peructpatopa OsokupyeTca. [lepenaiTe perucTpaTop cBoemy
AMnepy UAn oTnpaBbTe HeNoCPeACTBEHHO B KomnaHuto Cardioline.
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6. NPOBEAEHVE OBCNEAOBAHMA

6.2.2. YpaneHue faHHbIX U3 NaMATH

BHeceHHble B NnamATb Npmbopa AaHHble caeayeT yaAanaTb nepes KaxAablM CEaHCOM MOHUTOPUHTA, T.e. AaHHble
M3MepeHunn Npeaplaywero naumveHTa obasatenbHo cneayeT yaanatb. OAHAKO, €CAM OHWM ellle OCTaanCh B
NamMATU, UX MOXHO YyAaAuTb C nomollbio ¢yHKUMKM DELETE («YOATEHWUE») aHaAMTUYECKOro NporpammMmHoro
obecneyeHus.

MamATb MOMKHO O4YMCTWTb, Haxkas Knasumwy AVVIO («[YCK») 1 yoep:kuBas ee He meHee 5 cekyHa. Ha aucnnee
0TODparKaeTca KOMUYECTBO M3MEPEHWIA, BHECEHHOE B NamMATb (NOcae 3anpoca Ha yaaneHune). Ytobbl noaTBepANTD
yAaneHne AaHHbIX M3 MaMATK, HAXKMUTE KHOMKY «encTBme» 1 yaep:KunBainTe ee (B TEUYEHME MATU CeKyHA, nocne
3anpoca Ha yaanexue). 3anpoc 000 Ha AMcniee NOATBEPKAAET, HTO NaMATb Obl1a OUMLLEHA.

6.2.3. YcTaHOBKa AaTtbl U BpeMeHU

Mprbop Walk200b ocHalleH BHyTpeHHel bydepHon baTapeel, KoTopasa No3soaseT Yyacam GYyHKLMOHMPOBATb
Oaxe nocie Uu3BAedYeHUs akkymynatopos. OAHaKo nepepn Kawaoh cepuert M3MmepeHuit Heobxoammo
NpoBepPATb AaTy U Bpems.

[aTa 1 Bpema MOXKHO YCTaHOBMUTb C MOMOLLIO aHaIMTMYeCcKoro nporpammHoro obecnevyeqmns CUBE. MoxHo
TaK)Ke YCTaHOBUTbL AaTy U BPeMSA BPYYHYIO, yaepskunsasa HaxkaTol knasmwy AVVIO («MYCK»), a 3aTem HaxkaB
knasuwy «JEACTBME». Tenepb Bbl HaxOAMTECh B PEXMME HACTPOMKM BpemeHu (“Set time”). Haxmute
knasuwy AVVIO («MYCK») ona vM3meHeHua Homepa, a 3aTem knasuwy «JENMCTBME» ana nepexoga K
cnenytoLemy Homepy.

6.2.4. BBop AaHHbIX NnauueHTa (ID)

PernctpaTop caeayeT NoAroTOBWTb NMyTeM BBOAA AaHHbIX naumeHTa (ID) 4ns npaBuabHOroO pacnpeaeneHus
M3MEpPEHMA BO BPEMA CUUTbIBAHMA.

[aHHble 0 NaumMeHTe MOryT NepesaBaTbCA Ha PErMcTPaTop C MOMOLLIO OAHON M3 MPOrpaMm, COBMECTUMbIX C
Cardioline (cubeabpm, Webuplaoder uam Device Web Manager). [lononHuTeNbHble CBeAeHWUA CM. B
PYKOBOACTBE MO/1b30BaTENA NPOrpaMMHOro obecneyeHus.

6.2.5. HacTpoiika NnpoTOKO/1a U3IMEepeHUM

[MpOTOKObI MOXHO HAaCTPaMBaTb C MOMOLLLIO MPOTrPAMMHOIO obecneyeHus cubeabpm.

Kaxkabih MHTepBan HacTpamBaeTca ¢ uamepeHmamm 5, 10, 15, 20, 25, 30, 40, 50, 60, 90 n 120 MUHYT.
3anporpaMmmnpoBaB MHTEPBA aBTOMATUYECKUX M3MEPEHNI KaxKable 5 MUHYT (MUHUMaNbHbIA MHTEPBAN) KaK
AHEeM, TaK M Ho4Ybto, Yepes 24 yaca y Bac byaeT BO3MOXKHOCTb BbINOAHUTb N. 288 n3amepeHmit.

B oononHeHWe K 3amniaHMPOBaHHbIM aBTOMATUYECKUM M3MEPEHUAM HaxKaTve KHOMKKM «MapKep cobbITUin»
MO3BO/IUT BaM 3aMyCTUTb AONO/IHUTE/IbHbIE PYYHbIE M3MEPEHMA C 3a4aHHbIM paboumm umKkaom, Bcero Ao 300
N3MepPeHU.

TaKKe MOMKHO BPYYHYI YCTaHOBWTb MPOTOKOAbI, Ha)kaB KHoMKy LOEHb/HOYb, a 3atem Ha)KaB KHOMKY

COBbITUE. Ncnonbayiite kHonky CTAPT, 4TobObl M3MEHWTb MPOTOKO/, 3aTEM MOATBEPAMTE, HaXKaB KHOMKY
COBbITHE.
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08:00 + 23:59 4 OA

1 OA
00:00 + 07:59 2 HET
08:00 + 22:59 4 OA

2 OA
23:00 +07:59 1 HET
07:00 + 21:59 4 OA

3 HET
22:00 =+ 06:59 2 HET
08:00 + 23:59 4 OA

4 HET
00:00 +07:59 2 HET
18:00 + 09:59 4 OA

5 OA
10:00 + 17:59 2 HET
07:00 + 23:59 4 OA

6 OA
00:00 + 06:59 2 HET
06:00 + 22:59 4 OA

7 HET
23:00 + 05:59 2 HET
07:00 + 09:00 6 OA

8 08:59 + 23:59 4 OA OA
00:00 + 06:59 2 HET

9 09:00 + 08:59 30 HET OA

10 telemedicina 08:00 + 07:59 30 OA HET

MPUMEYHAHUE: npomokosnsi 1, 2 u 10 ycmaHo8neHbl N0 YMOAYAHUK, HO Mo2ym 6bimb UaMeHeHsl. [TpomoKon
5 nooxodum 014 deamenbHOCMU 8 HOYHOE BpPEMSA (HOYHAS CMeHa). [Thomokon 9 - smo mecm LllennoHea.

6.2.6. AKtuBauua noakntouveHus K MK

[N HAaCTPOMKM A@HHbIX NaLUMEHTA UKW MPOTOKO/1A M3MEPEHMIA C MOMOLLIbIO MPOrPaMMHOro obecrneyeHus, Kak
YKa3aHo B npeaplaywmx naparpadax, perncrpatop Walk200b fonskeH 6biTb MOAKAOYEH K KOMMbIOTEPY, Ha
KOTOPOM YCTaHOB/IEHO NporpammHoe obecnedyeHune.

» Ecnv npubop ocHaleH USB-coegmHeHmnem:

= OTKPOWTE KPbILLIKY OTCEKa A9 aKKYMYATOPOB PErncTpaTopa v BCTaBbTe akKyMYyNATOPbI, 3aTEM
3aKPOWTE KPbILLKY;

= [loakntoumTe ycTpoicTBo K MK ¢ nomollbto npunaraemoro USB-kabensq, 3anunwwimnte, kakot COM-nopT
Ha3HadeH Kabento USB, oTKpbiB «[ucnetyep ycTpoiicTe» B pasaene Moptol (COM n LPT):
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=1
File Action View Help
& m Wi RS

Device Manager

- o IiES

4 & Marguetts
I § Audo mputs and outputs
I 3 Battenes
¢ O Bluetooth
€ Dot Wirtless 1702 Blustooth va0- HS
i | Computer
cn Dk drives
% Display adapters
I ok} DVO/CD-ROM derven
G Human Intedface Devices
I g IDE ATAVATAPI controllers
5 Imaging devices
) &= Keyboards
A Mice and cther ponting devces

Maonitors
5 Network adapiees
4 'Y Porta [COM & LPT)
'Y Prokic USB-to-Serisl Comm Port (COMS)

&0 Print queues

———e—fnntess
¢ B Processoes
L Software devices
& Seund video and game controlers
I € Storge contrciien
I | Stern devices
i § Usevensal Serisl Bus controllers

" Bkatounte PErncTpaTop, HaxkaB KHOMKY , M NoaoXanTe, NoKa Ha aKpaHe He OTO6pa3VITCFI Haanmcb «CO»

= [lpv noseneHum 3anpoca BblbepuTe ncxoaatmin COM-NopT U3 PacKpPbIBAOLLETOCA MEHIO U HaXKMUTE

KHonKy Jlobasute COM-nopT;

" HaKmuTe KHOMKY «[TOBTOPUTL MOMbITKY»;

Failed to connect to the ABPM device.

~Input port for walk200b device:

Add COM port N§IME
N

[ Input port for BPOME device

[~ Also search for BPONE device

I j'

Betry Cancel |

NPUMEYAHWA: Mocne nporpammmpoBaHma yepes USB Heobxoammo HaxKaTb Ntobyto KHOMKY Ha pekopaepe,

4TOObI BBINTU M3 peXKMMa NoarAtoUeHUs K K.

» Ecaum ycTpoitcteo umeet USB-coeauHeHue ¢ onepaunoHHoi cuctemoin Windows 11:
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=  [loakntounte USB-Kabenb, ApanBep aBTOMATUYECKN YCTaHABANBAETCA C OLMBKOM;

= OtkpouTe "ducnetyep ycTponcTs" Ha naHenu ynpasneHus, passepHute pasgesn COM \ LPT-nopTsl u
HalauTe ycTpoicTBo Prolific, KoTopoe He ycTaHOBAEHO

r;!; Device Manager — O X
File Action View Help
¢ ME HE & B EX®

> ! Modems

» [ Monitors

> @ Network adapters

v @ Ports (COM &LPT)
ﬁ Collegamento standard seriale su Bluetooth (COM10)
ﬁ Collegamento standard seriale su Bluetooth (COM4)
ﬁ Collegamento standard seriale su Bluetooth (COM6)
ﬁ Collegamento standard seriale su Bluetooth (COM7)
ﬁ PL2303TA DO NOT SUPPORT WINDOWS 11 OR LATER, PLEASE CONTACT YOUR SUPPLIER.

> = Print queues

> = Printers

> [ Processors

> B Security devices

> [ Sensors

= BbibepuTe 1 yaanuTe ero npasoi KHOMKOM MbILLK;

> [ Menitors
> P Network adapters
v @ Ports (COM&LPT)

@ Please install corresponding PL™*~ **  * S, 5
@ Porta di comunicazione (COM® Update driver

> = Print queues Disable device

> O Processor T ——

> WY Security devices

> [ Software devices Scan for hardware changes

> ¥ Sound, video and game controller:

> S Storage controllers {ropur i

> @ System devices
> @ Universal Serial Bus controllers

= Takwe Bblbepute "yaanutb aparnsep" n Haxkmute”Yaanuts"

Uninstall Device X

~ PL2303TA DO NOT SUPPORT WINDOWS 11 OR
LATER, PLEASE CONTACT YOUR SUPPLIER.

Waming: You are about to uninstall this device from your system.

@ Attempt to remove the driver for this device.

Note: Driver may not be removed ff it is still in use by other
devices. Use the Devices by driver view to manage drivers

separately.
 Cancel
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. CkayaTb 1 YCTAHOBUTb ApakBep
http://www.prolific.com.tw/UserFiles/files/PL2303 Prolific DriverInstaller v1 12 0.zip

= (Cpa3sy nocne 3arpy3Kku 1 yCTaHOBKM NPOrpamMmmbi
http://download.microsoft.com/download/f/2/2/f22d5fdb-59¢cd-4275-8¢95-
1bel17bf70b21/wushowhide.diagcab, 3anyctute ero u sbibepuTe npegnaraemsiin gpansep Prolific;

X

B" Show or hide updates

Troubleshoot and help prevent computer problems

B Show or hide updates
Select the updates that Windows will install automatically

Advanced

Publisher: Microsoft Corporation

Privacy statement

Next Cancel

=  Bhibepute aparisepsl Prolific, npeanaraemble nporpammHbim obecnedeHnem, n Haxkmute "Next",
3aBeplmMTe paboTy macTepa;

8" Show or hide updates

Hide updates

Updates are available, Select the updates that aren't working, Windows wall not install hidden
updates, Run this troubleshooter again to show hidden updates so they install automatically.

8 Prolific - Ports - 3.8.40.0
B Prolific - Ports - 3.28.41.0

|
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B pasgene "[Aucnetuep ycTponcts" ybeautecs, 4to ycTpoinctso Prolific ycTaHoBAEHO NpaBMbHO,
ObpaTnTe BHMMaHME Ha CBA3AHHbIM NOC1eA0BaTe/bHbIM NOPT;

) Mice and other pointing devices
[ Monitors
F? Metwork adapters
H Ports (COM & LFT)
' Porta di cormunicazione (COMT)
ﬁ Prolific USB-to-Senial Comm Port (COM3)
= Print queues
] Processors
B} Security devices
B Software devices

€ v w oW

W% W W

BKAtoumTe AMKTODOH, HaXKaB KHOMKY 1, AOKAMTECH NOSBAEHMA Ha 3KpaHe "CO"

Mpun nosBaeHUn 3anpoca BbibepuTe ncxoaawmii COM-NopT M3 BbINaAaloLLEro MEHIO U HaKMUTe
KHonky “Add COM port”;

MpeaBapuTensHo nonpobyto “Retry” (MoBTOPUTb NOMbITKY);

Failed to connect to the ABPH device.

rInput port for walk200b device:

Add COM port §OME
N

Remove CUM

Input port for BPONE device

[ Ak search for BPONE device

I j‘

Rety LCancel |

» Ecav Baw npubop ocHalleH Bluetooth-coeanHeHnem:

26

OTKpPOMTE KPbILWKY OTCEKa AR aKKYMY/IATOPOB PErMcTpatopa M BCTaBbTe aKKyMy/ATOPbI, 3aTem
3aKPOWTE KPbILLKY;

BkAtounTe peructpaTop, HaxKaB KHOMKY , N JOXAUTECH NOABMEHMA Ha 3KpaHe Yacos;
Haskmute Knasuily (D N YOEPKUBANTE €€ HaKaTOM B TedeHue 5 CeKyHA, YTobbl aKTUBMPOBaTb
Bluetooth-coeamHeHMe - Ha 3KpaHe A0MXHa 0TObpPasnTbCA Haanuch «BT»;

Mpu NepBol akTMBALMM HEODBXOAMMO BbINOAHWUTL NPOLEAYPY COEAMHEHMS;

PaboTas Ha MK, wenkHMTe no nkoHke Bluetooth u Bbibepute «Jobasume Hosoe ycmpolicmso
Bluetooth > flobasumes Bluetooth unu dpyzoe ycmpolicmeo > Bluetooth > Beibpame cepuliHebili
Homep walk200b»; npu HEOBXOAMMOCTHN UCNONbL3YMTE KoA, conpakeHnsa 6624.
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Add a Bluetooth Device %
Allow a Device to Connect
Show Bluetooth Devices

Bluetooth & other devices

Send a File
Receive a File + Add Bluetooth or other device

Join a Personal Area Network

Open Settings Bluetooth

Remove Icon
> @D on

Bluetooth

Mice, keyboards, pens, or audio and other kinds of Bluetooth devices

>

NopoxanTe, noka Windows He 3aBepLUNT YCTAaHOBKY, @ 3aTEM CHOBA HaxmuTe «/pyaue onyuu
Bluetooth u nopmsi COM»;

3anuwnTe ncxogawmin COM-nopT B coYeTaHMM C CePUIHBIM HOMEPOM;

- —

£ Impostazioni Blueto

Opzioni | Porte COM | Hardware | Cartella condivisa

Il PC utilizza le porte COM (seriali) elencate di s
necessaria una porta COM, consultare la docun
Bluetooth.

Porta

| com

"

MNome

3 In uscita AAAIGT 'Bluetool
g ningresso  AAAIGT

Direzione

Koraa nossuTca 3anpoc, Bbibepute ncxoaawmii COM-nopT 13 BbINaAatoWero MeHo U HaxkMuTe
Knasuwy «Jobasume COM-nopmy;

HaxkmuTe Knasuuy Retry («MoBTOpHasA NonbITKa»);

ABPM device H

Failed to connect to the ABPM device,

Input port for walk200b devices

Add COM port yome
)

Remove TOM part

Input port for BPONE device
I Also search for BPONE device
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6.3.

PasmeuyeHue peructpaTtopa

HageHbTe yexon Ha naumeHTa. OTperyanmpoBas AJMHY, MOXKHO HOCMTb PEMEHb Ha MOoAce MAK Yepes MneYyo.
TaK»Ke A0MNycKaeTca MCNob30oBaHWe 0BbIYHOTO PEMHA, MOAXOAALLErO K OAeXxKAe NaumeHTa.

3aTem HafeHbTe Ha MauMeHTa MaHXeTy; ee MpaBubHOE pasMeLLeHME KpalHe BaXKHO A8 MOYYeHMA TOYHbIX
pEe3y/IbTaToB M3MEPEHUI (CM. PUCYHOK HMKe). MaHKeTy TaKKe MOXKHO HaZleBaTb MOBEPX AKemnepa uam pybaLlKku.
PeKoMeHyeTcs HOCUTb MaHXXETy Ha OTKPbLITON BEPXHEM Y4acTh pyKM. B aTom ciydae nponyctute TpyOKy mexay
nyroBMUamMm axemnepa mav pyballkm 1 3a Wween, a Npubop A8 M3MEepeHUA AaBNeHUA pa3MecTUTe C NpaBoM
CTOPOHbI.

lodcoeduHeHuUe MaH#emsi

O6paTnTe BHMMaHMe Ha caeaytollee:

28

1.

Bo Bpems HadeBaHWA perucTpatopa Ha MauMeHTa PerncTpaTop He A0/KeH ObiTb MOAKMOYEH K
Kakomy-n11Mb0o BHellHeMy 060py/10BaHMIO.

MaH:KeTy HeobXxoAMMO HOCUTb Takmm obpasom, YTobbl BO3AylLIHaA TpybKa He 3anyTbiBasacb U He
3a’KMManacb HX B 0AHOM ToUKe. M03TOMyY pasbem 415 NOAKMOUEHMA TPYOKM K MaHKeTe A0KeH BbITb
obpalleH BBepx. BosaywHas TpybKa Ao/MkHa obecrnedunsaTb cBOHOAHOE ABUMKEHWE BEPXHEMN YacTu
PYKM 1 AONKHA NEPexoanTb OT 3aTbl/IKa Ha APYryto CTOPOHY Topca.

BaxkHO y6e,£I,VITbCFI B TOM, YTO CMMBOJ1 apTEPUN HaXoOMUTCA BbllLe nne4yeBom aptepuu. Tpn NpasuIbHOM
PaCnoNOXeHNN MaHXKETbI METa/I/IMYeCKaA IEHTA HaXxodMTCA C BHeLLUHEeM CTOPOHbI PYyKKH (y }'IOKTFI).

KonbLLO AOMKHO CONPUKACATLCA C KOXKEN Mo, MeTanANYeckom NeHTON.

HUXHUIA Kpal MaHXeTbl A0MXKeH BbiTb PAcnoNoXKeH NPUMEpPHO Ha 2 CM Bbilie M3rnba B JIOKTEBOM
cycTaBe naumeHTa.

MaHxeTa A0/1KHA OTHOCUTE/IbHO MI0THO OXBATbIBATb BEPXHIOKO YaCTb PYKM. YTobbI YAOCTOBEPUTLCA B TOM,
YTO MaHXeTa HaJdeTa NMpaBn/1IbHO, MPOCTO NPOBEPbTE, MOXKHO /I BCTAaBUTb NOA MaHMETY Majiel.

Ona NPaBUAbHOIO M3MeEPeHNA AaB/1eHNA BaXXHO BbI6paTb MaHXXEeTy HYXHOIo pa3mepa.

[ns nosyyeHWs BOCMPOM3BOAMMbIX PE3Y/NbTaTOB HEOOXOAMMO YYWTbIBaTb CTaHAAPTHbIE YC/0BUSA
MOHUTOPWHTA, NMO3TOMY PasmMep MaHXKeTbl AO/KEH MOAXOAUTb MauueHTy. Mcnonb3ys Bxodsallyto B
KOMMAEKT PYNETKY, M3MEPbTE OKPYKHOCTb B CPeAHelN TOYKEe BEPXHEW YacTW PyKM U BblbepuTe
NOAXOAALLYIO MAHMKETY:
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OKpY*KHOCTb BEPXHEN YaCTu pyKun Pasmep maHxeTbl
14-20 cm XS

20-24 cm S

24 -32 cm M

32-38cm L

38-55cm XL

9. TlloacoeamHuTe BO3,£I,yLLIHbIl‘/‘I LWaHT, OTXO,EI,FILLI,MVI OT MaHXETbI, K PETMCTPATOPY AaB/IEHNA.

10. Kak cneayetr HafaBUTeE Ha pr6Ky B MeCTe coeanHeHMA, NMOoKa He yCablwnTe WeN4oK. Ona ee
oTCcoeaMHEHNMA NPOCTO NOTAHUTE 3a META/ITNMHYECKOE KOJIbLLO Ha WWTEKEPE.

11. Tenepb perncTpaTop HALET NPaBUIbHO U FOTOB K UCMO/Ib30BaHUIO.

MPUMEYHAHUE: Yexon u sodoHenpoHuuaemsili pymndap Walk200b, ykasaHHble 8 n. 8.2, He npedHa3Ha4YeHsbl
0719 NPAMO20 KOHMAKMaA C MesIoM, NOIMOMY UX PEKOMEHOYemcs pasmewams nogepx o0ex bl (Hanpumep,
ymbonku).

6.4. Hayano namepeHwus

[ocne BbINOSIHEHMWA BCEX YKA3aHHbIX AEMCTBMIA MOXKHO 3anyCTUTb MOHMTOP. CHayana BbINOAHUTE U3MEPEHME
BPY4YHYI0, HaxaB knasuiy AVVIO («TYCK»).

310 n3mepeHme ByaeT MCNOb30BAHO ANA NPOBEPKM NPABUAbHOCTM PaboTbl perucTpaTopa.

B cnyyae ownbKM elle pa3 NnpoBepbTe NPaBUIbHOCTbL NPOLLEAYPbl HACTPOMKM 1 pasmelleHns 0bopyaoBaHMUA.
Ecnu aTo He pelaeT npobaemy, NOBTOPUTE MpoLEayPY HACTPOMKMN.

MaumMeHT MOXKeT yiTh ¢ 060pyA0BaHNEM TONBKO NOCAE NONYYEHWA NPABU/IbHbIX PE3YbTaTOB M3MEPEHMSA.

6.5. [llpepbiBaHue namepeHusa

Bo Bpema M3mepeHna MOXKHO MCMONb30BaTb /I0DYI0 KNaBuLWy AR NPepbiBaHMA NPOLLEeaypbI.
Ha aucnnee noasutca Hagnuce «-STOP-», n 5 pa3 npo3ByYnT 3BYKOBOW CUTHaN.
3Ta npougeaypa TakKe coxpaHaeTca B Tabnmue M3mepeHuin B cTonbue «MpepbiBaHMAY.

6.6. Bbirpy3sKa 3anucaHHbIX AaHHbIX

Mo OKOHYAHWKN U3MEPEHMA 3anMCcaHHble JaHHble MOXHO BbIFPYy3uUTb M3 PErUCTPaTopa C NMOMOLLbIO OAHOM 13
coBmecTMMbIx nporpamm Cardioline (cubeabpm, Webuploader nnm Device Web Manager). JonoaHUTENbHbIEe
cBeAEeHMA CM. B PYKOBOACTBE MO/1b30BaTeNA NPOrpaMmMHoro obecnevyeHms.

29

CARDIOLINE



Walk200b
7. TEXOBC/TYXMBAHWE, HEMCMPABHOCTW U CNOCOBbI X YCTPAHEHWA

7. TEXOBCNYXWUBAHUE, HEUCNPABHOCTU U CNOCOBbI UX
YCTPAHEHMUA

7.1. OCHOBHbIe NPUYNHDbI OLUMOOK

Huxke nepeyncieHbl MPUYMHBI HEMPaBUbHbIX U3MEPEHUI N HEXKENATEIbHbIE PE3y1bTaTbl:
= [IBMXKEHMA PYKM NALMEHTA BO BPEMA M3MEPEHUA.
= BbiKtoUYeHue npubopa (Hamnp., HOYbH).
= HenpaBu/bHbI Pa3mep MaHKeTbI.
= CocKasib3blBaHME MCMOJb3YEMON MaHKETbI.
= HenonyyeHue NpaBWUIbHbIX PE3YbTaTOB U3MEPEHUA BPYUHYIO B KMHUKE.
= OTCyTCTBME NPUEMA /IEKAPCTB.
= YCTaHOBKa NO/Mb30BaTENIEM HEMPABWIBHOMO NPOTOKOAA.
= AKKYMYNATOPbI 3apAXKeHbl HEMPaBWUIbHO WU HEe NONHOCTBIO MO0 pa3paKeHsbl.
= (Cb6oWt 3apaaHOro yCTpomncTaa.

B cnyuae HeypayHoro uameperms Walk200b aBTomatyeckn HauyHeT AOMNOAHUTEIbHOE M3MepeHne Yepes 3
MWHYTbI MOC/e NpeaplayLlero Hey4a4yHoro U3mepeHus.

7.2. OuuctKa perucrtpartopa

He cTepuansyiTe npunbop.

[N 0YNCTKM U Ae3MHOEKLMM NOBEPXHOCTM NPMbopa UCMOb3YyINTe CTEPUAN30BAHHbIN YMCTALLMIA PACTBOP C
HU3KMM COAEPKAHMEM aNKoronsa, 0bblMHO MpUMeHsemMbli B 60/bHMLAX. [10BEPXHOCTb NpMbopa MOMKHO
04MLATL BAAXKHOM TPAMKOM, HO B HETO HMKOrAa He A0/1KHa NonaAaTh *KMAKOCTb.

MpoMOITe 31eKTPOAbI BOAOW M/MAK NPOBOANTE CTEPUAN3ALIMIO, HO TOIbKO XON0AHbIM COCOB0OM.

MPUMEYHAHUE: uzsnekume akKymynamop neped o4yucmeroti npubopa.

7.3. OuucTtKa maHXeTbl

MaHKeTy MOXHO MCMO/1b30BaTb HEOrPAHMYEHHOE KOIMYECTBO Pas.

Mepes ee OYMCTKOM CHMMMTE BO3AYLWHYLO MNoAylky. Cneamte 3a Tem, 4ToObl BO3AyWHAs NOAylWKa He
neperHyaacb B COOTBETCTBYOLLEN 060/104Ke Nocae 3ameHsbl. MpomoiiTe obonouky Tennon soaor (~30°C) c
MCMO/b30BaHWEM MATKOTO MOPOLLIKOBOrO MOILLEFO CPEACTBA (HE OTXKMMaiTe).

He ncnonb3syliTe KOHANMUMOHEPLI 418 TKAHEW 1 Apyre A06aBKuM (ae3nHOUUMpyoLmMe NaK Ae3040pUpyoLmne
CPeACTBa), TaK KaK 3TW pacTBOPbI MOTyT OCTaBUTb MOCTOPOHHME YaCTULbl M MOBPEANTL MaTepuasbl.

Henb3s CylnTb MaHKeTY B CYLUUIKE.
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MeLWoK MOX¥HO MPOMbIBATb TO/IbKO Ten/joM BOAOM, C A06aBfeHMEM MATKOro MOOLLEro pacTBopa U C
ononackmpaHuem. Cneamte 3a Tem, 4TobObl B OTBEPCTME TPYOKM He nonana BoAa.

Mpn  MCNONb30BAHUM  APYIUX AE3NHOUUMPYIOLLMX CPeacTB, He peKomeHaoBaHHble |EM, Bbl HeceTe
OTBETCTBEHHOCTb 3a MX Be30mnacHoe NpumeHeHne. He ncnonb3yite AesnHPUUMpYOLLIME CPeaCcTBa, KOTopble
MOTYT OCTaBWUTb Ha M3Ae/MN MOCTOPOHHME YaCTULbI UM KOTOPbIE He MOAXOAAT AN1A KOHTAKTa C KOXKeMN.

7.4. Yxop 3a gucnneem

He noasepraite ancnaen BO34eNCTBUIO BAArM 1N He AonyckanTe obpa3oBaHmMa KoHAeHcaTa. HecobntoaeHue
ITUX peKOMeHAaLLMVI MOXET NMPUBECTU K yTpaTe XUOKNX KPUCTA/I10B. ,ﬂ,ﬂﬂ O4YNCTKN MOBEPXHOCTN AncCraen
VICFIO}'Ib3yl\/IITe MATKYHO TKaHb. llcnonb3oBaHMeE CAULLKOM pr6bIX TKaHelm MoxeT npmBecTn K MNOABIEHUIO
LapanuH. He ncnonbayiTe XMmmyecKkme BeLLEeCTBa Ha OCHOBE PacTBOPUTENEN.

BHMMaHMe! Ecam nmaHenb aucnnes pasbunacb, He AO0MNycKalTe nonafaHWa B POT BbITEKaloWeM M3 Hee
HKUAKOCTU. TTPU KOHTAKTE 3TOM KUAKOCTM C KOXKEN UAN OAEXKA0M HEMEeANEHHO NPOMOITE MX BOAOM C MbIJIOM.
Jltobble OTKNIOHEeHUS B OTODParKeHMM CMMBOIOB MOTYT ObiTb BbI3BaHbl Ype3MEPHbIM JaBNEHMEM BO BPEMS
ncrnosb3oBaHua. CnenyeT BO30OHOBUTL HOPMasbHYO paboTy npmnbopa.

7.5. [lepuopguyecKkne nposepku

MpoBepanTe MaHXeTbl U TPYOKM N0 HEOOXOAMMOCTM, HO HE peXke OAHOro Pasa B rog,
MpoBoauTe 06yt NPOBEPKY GYHKLUMOHMPOBAHNA NPUHBOPOB M TOKOB YTEYKM MO HEOOXOAMMOCTU, HO HE perKe
oAHOro pasa B 2 roaa. [NposepaiTe KanMbpoBKY Kaxable 2 roaa.

BHMMaTEIbHO NpoBepsANTE NO pacnedyaTke cieaytolime napameTpbl:
= [1paBWAbHOCTb BBEAEHHbIX BPEMEHHbIX AaHHbIX 1 MUHTEPBAAOB B COOTBETCTBMM C MPOTOKOIOM
= Bpems cMeHbl AHS/HoUM
= KOpPPEeKTHOCTb CTaHAAPTHbIX 3HAYEHWIN (YMEHbLLIEHWE B HOYHOE Bpems)

" Hanps:keHue akkymynsTopa

7.5.1. MNpoBepkKa HanpAXXeHUA aKKYMYNATOPOB:

[MONHOCTbIO  3apAXKEHHbIE AKKYMYAATOPbl YCTAaHAaBAMBAKOTCA B MOHMTOP HEMOCPEACTBEHHO C 3apAAHOro
YCTPOMCTBA. HanpsaseHne akkymynatopoB otobparkaetca Ha KK-amcnnee moHmtopa Walk200b cpasy nocne
BK/OUEHMA Npnbopa B TeueHre NpUMepPHO 3 cekyHA. YTobbl obecneunBaTh M3MepeHne B TedeHme 24 4acos, 3TO
HanpAXKeHne A0KHO COCTaBNATb He MmeHee 2,75 B.

7.5.2. KanunbposKa

Mpnbop 0TKaNMBPOBAH NPOMU3BOAMTENEM, BHYTPU OTCEKA 11 aKKYMYIATOPOB HAaXOAMTCA STUKETKA CO COOKOM
NEeNCTBUA KaNMBPOBKMK.
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PekomeHAayeTcs NPoBepATb KaIMOBPOBKY PEryAAPHO, He peXke 0AHOro pasa B ABa rofa. KanmbposKy MOXKHO
nposepuTb B KoMnaHuu Cardioline namn B N1tobom aBTOPM30BaHHOM CEPBMCHOM LIEHTPE.

w
z
5
0
o
o

DMUKeMKQ C yKa3aHuem CpoKa KanubposKu

7.6. 3ameHa aKKyMynAaTopoB

Mepesapsrkaemble yabTpallenodHble akkymyasTopbl 2 AA nam NiMh (He meHee 1500 MAY) noasieskat 3ameHe,
€C/I1 COOTBETCTBYIOLLMI MHAMKATOP Ha AMCMee NOKa3blBaeT 3apaa meHee 2,75%.

MNepesapArkaemble aKKyMynATOPbl MNOABEPXKEHbl CTapeHuto. Ecnm  nepesapArkaemble  aKKyMyaAaTopbl
noBpexaeHbl nau 6onblue He MO3BONAOT MPOBOAUTb KPYF/IOCYTOUYHbIE W3MEPEeHua, UX Heobxoaumo
HeMea/leHHO 3aMeHWTb. HuKenb-meTannornapuaHele nepesaps:kaemble akkymynatopbl (Ni-Mh) cayxkaTt
[0/blUE, eCN UX NONHOCTBIO PAa3pPAAUTL Nepes, HOBbIM LIMKAOM 3apaaKM. [poLuecc pa3paLKku akKyMy1ATOPOB
33aBUCUT OT TemnepaTypbl. PekomeHZyeTcA OCTaBWTb Mepe3apaxKaemble aKKYMyAATOPbl B 3apALHOM
YCTPOWMCTBE A0 WX MCMNONb30BAHMA.

BHUMAHWE! Meped uzsneyeHUEM aKKYMYAaMOpPOos U3 pe2ucmpamopa usu nepeo ux ecmaskoli ybedumecs 8
Mom, Ymo peaucmpamop 8bIK/AYeH U 0mcoeduHeH om nayueHma.
= OmKpolime 08epuy aKKyMysaamopHO20 0mceKa.

= Bcmasbme aKKyMyAamopel, NPasusbHO onpedesnus NoaspHOCMe.

= 3gKpolime 08epuy aKKyMyaamopHO20 Omcekd.
BHUMAHWE! Mpu s8cmaske aKKyMynAsamopos ¢ HenpasussHol nosdpHocmeto npubop pabomams He bydem.

BHUMAHMWE! Beibpacsisalime u3HOWEHHbIE GKKYMYASMOpsl MOsIbKO 8 NpeodHA3HA4YeHHbie 0758 3moeo
KoHmeUlHepeol.

BHUMAHMWE! He ucnone3ylime akkymMynamopsi, omauyaroujuecs opy2 om opyea ¢ moYKu 3peHUs mexHoa02uu
U MexHUYeCcKUX XapaKmepucmux.

BHUMAHWE! W3zsnekume akkymynamopsi U3 npubopa, ecsiu OHU He UCN0sb308asUCL 8 MedyeHue
0n1uUmesnbHo20 8pemMeHuU.
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MPUMEYAHUE: V3sr1edeHue akKymynamopos He npusedem K nomepe OaHHbIX.

7.7.

Tabnuua HencnpaBHOCTE U cNOCcOb60B UX YyCTPaHEHUSA

MNMocne 3ameHbl
AKKYMYNIATOPOB Ha
3KpaHe No-rnpexHemy
oTobparkaeTcs Bpemsa
00.00 n pata
01.01.xxxx

BHyTpeHHAa bydepHan baTapes
paspskeHa.

He npoBeaeHa KannbpoBKa,
KoTopas A0/KHa NPOBOAMTLCA Pa3
B [1Ba roaa.

3ameHa bydepHoi baTapeun
NpPOM3BOAMTCS NpK
METPOIOTMYECKOM KOHTPO/IE.

[aTy 1 Bpemsa MOXKHO yCTaHaBAMBaTb NpK
KasKa0M CMeHe aKKyMy1aTOpOB.
Mepeaarite npnbop cBOEMY ANNEPY UK
OTMNpaBbTe €ro HeNoCpPeACTBEHHO B
komnaHuto Cardioline ans KannMbpPoOBKY.

[aHHble KanMbpoBKM
6o/blue He BbIBOAATCA
n He oTobparkatoTca.

[MTpwn coxpaHeHWM AaHHbIX NauMeHTa
nponsouwna olwmnbKa.

YpanuTte gaHHble COOTBETCTBYIOLLEro
naumeHTa (CTPOKa MeHI0) U BCTaBbTe UX
3aHOBO.

OwnbKa coefmMHeHNA
mexay npubopom
Walk200b u MK

1. YcTaHoBneH HeBepHbln COM-
NHTEepdeliC.

2. MNpunbop Walk200b He HaxoanTca
B pexxMme nepenayn (Ha aucniee
oTobparaeTca Bpems).

1. YcTaHOoBMTE NpaBMAbHbIA MHTepdeC B
COOTBETCTBYIOLLEN NporpaMmme

2. BbIkntoumnTe 1 cHoBa BKAOUMTE NPUHOP
Walk200b, He oTkAto4as
coeanHUTENbHbIN Kabenb.

He oTtobpakaeTca
NAEeHTUOUKALLMOHHbIN
HOMep MaLMeHTa.

MOHUTOP He 3anyLueH,
NAEHTUOUKAUMOHHbBIN HOMEpP
naumeHTa He BblN NepesaH BO
BpemaA NoAroToBKM K 24-4acosBomy
CEeaHCYy MOHUTOPUHTA.

NAaeHTUOUKALMOHHBI HOMEpP NaumMeHTa
elle MOXHO nepeaaTb Nocje N3MepeHus.
3TO HWMKaK He NOBAMAET Ha NOJyYEHHbIe
NaHHble.

Ha HoyHOM 3Tane
usamepeHune He
npoBoAM/IOCh.

1. AKKymyndaTopbl
npexaesBpeMeHHO paspaAanInCS.
2. MaumeHT BbIKAOYMA Nprbop
Walk200b

1. Mepe3apaxKaemble akKyMyIATOPbI
MOTyT BbITb HEUCMpPaBHbI (06paTUTECh K
Annepy).

2. CoobumTe naumeHTy 0 CPOYHOM
HeobXoAMMOCTH NpoBeAeHMA NOAHON 24-
4acoBOW 3anucHK.

CoobuieHue bt He
oTobparkaeTcs Ha
Aavcnnee.

He paboTaeT pexxmm nepenaym

Haxkmute 1 yaepRunsante KHOMKy
«[leiicTBMe» elle pas, NMOKa Ha aKpaHe He
NOABUTCA HAAMUCL «bt».

ABTOMaTM4YeECKOe
n3mepeHune He
Nnpov3BOAMNTCA.

1. Mocne HapeBaHWs Npnbopa Ha
nalyeHTa aBTomaTuyeckoe
M3MepeHne He NPOU3BOANTCA.

2. HacTpoeH HenpaBuabHbIM
NPOTOKON

1. Hapes npnbop Ha naumeHTa,
HeobxoaMMOo NPOBECTU M3MepeHue
BPYYHYIO 1 A0OUTLCA NONYYEHNA
NpaBW/IbHOrO pe3sy/ibTaTa

2. Hactpoite npotokon 1 nam 2

UHTepBan mexay
N3MEPEHNAMM He

1. HacTpoeH HenpaBu/bHbIN
NPOTOKON

1. 3anporpammmnpoBaHHbIA MPOTOKOA He
COOTBETCTBYET YCTAHOBIEHHOMY Ha

COOTBETCTBYET 2. Mocne HapesaHMa npubopa Ha npunbope Walk200b.
OXraaemomy. nauMeHTa aBToMaTU4ecKoe MpoBepbTe NPOTOKO BPYUHY!IO.
M3MepeHune He NPOU3BOAMUTCA. 2. BbinosHWTE M3MepeHue BPYYHYto A/s
aKTWBaLMM YCTaHOB/IEHHOMO MPOTOKOA.
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Errl 1. Y naumeHTa cuibHaa apuTMnA 1. MOHUWTOpPa HEMPUMEHUM
2. Bo Bpema n3mepeHua pyka 2. Bo Bpema nsamepeHua pyka naumeHTa
naumMeHTa CMecTmaach O0J/IKHA OCTaBaTbCA HEMOABUKHOM
3. ObHapy»*eHo HegoCTaToYHOe 3. BHOBb HaZleTb MaHXeTy Ha NauMeHTa.
KO/IMYECTBO AENCTBUTENbHbIX
cepAeyHbIX COKpalLeHN
1. Bo Bpema n3mepeHua pyka 1. Bo Bpema n3mepeHua pyKka naumeHTa
Err2 naumeHTa cMecTuaach [0/MKHA OCTaBaTbCA HEMOABMMKHOM
2. MaH»eTa HaaeTa Ha pyKy 2. [NpoBepbTe NPaBuUIbHOCTb
naumMeHTa HenpaBuabHO PaCMONIOKEHMA MAHXKETbl U MOHUTOPA
Err3 1. KpoBAHOe AaBneHue BbIxoaAnT 3a | 1. Ecnm cooblueHne ocTaeTcs, MOHUTOP
npeaenbl AMana3oHa nsmepeHua He NoAXoAuT ANA NauMeHTa
2. CnnbHOEe cMelleHne pyKM 2. Bo BpemA namepeHna pyka naumeHTa
3. Mpobnembl € HagyBaHMEM OO/KHA OCTaBaTbCA HEMOABMKHOM
3. Ecnm owmbKa coxpaHaeTcs, nepedanTte
npnbop cBOEMY ANNEPY UK OTMNPaBbTE
ero HenocpeaCcTBEHHO B KOMMAHMIO
Cardioline SpA
Err5 1. Hu3Koe HanpaxeHne 1. 3ameHnTe aKKyMynATopbl
bAtt AKKYMynATopa 2. Hanps»keHne akkymynatopa
2. [lebeKTHble aKKyMynaTopbI npaBWIbHOE, HO NPU HadyBaHWUM
3. KOHTaKTbl akKyMynaTOpa MaHXeTbl Ha AMUcnaee NoABNAETCA
3aprkasenu Haanuch «bAtt». 3ameHuTe
AKKYMYNATOPbI
3. MpoTpuTe KOHTaKTbl baTapen
XN10N4aTOOYMaKHOM TKAaHbO CO CMMPTOM
Err6+ 1. Bo3ayLliHas TpybKa 1. MpoBepbTe, He 3ab10KMpPOBaHa N
MosKeT 3By4aTb 3ab10KMpOBaHa MaHXXeTa 1 He 3anyTanack m TpybKa.

HenpepbIBHbIA CUrHanN
TPEBOrK, NoKa He
byneT HaxkaTa

2. MaHxeTa A1a nusmepeHud
[aBNeHWA NOAKMoYeHa
HenpasWIbHO

Ecnn Heobxoammo, pacnyTarTe TpybKy.
IHaye HemeleHHO OTNPaBbTe NPMOOP B
KomnaHuto Cardioline SpA ana

KNnaBsuLa 3. YTeuKa 13 maHxeTbl Uan npoBeeHNA PeMOHTa
coeanHUTENbHOM TPYOKM 2. MoakntounTe maHxKeTy K npmnbopy
3. MpKn HeoHXOAMMOCTH 3aMeHnTe
MaHXXeTy Un COeANHUTENbHYIO TPYORY
Err7 MamATb pernmcrtpatopa 3anosHeHa YnanuTe gaHHble C MOHUTOpPA, HO
(MOXKHO XpaHUTb He Bonee 300 ybeamTech B MX COXPaHEHUN
3anucert o6 M3MepeHusx u
LencTBMAX)
Err 8 M3mepeHne npepsanoch 13-3a
HaXKaTMA KHOMKMK
Err 9+ 1. B maHKeTe 0CTanoch AaB/ieHne 1. MopoxamnTe, NoKa bpacneT He cayeTca
MoeT 3By4aTb 2. PerynnpoBKa Hyn1eBOM TOUKM NONHOCTbIO

HernpepbIBHbIA CUrHAN
TPEBOrK, NoKa He
byneT HaxkaTa

[ ELME]

Oblna BbINOAHEHA HenpasmibHO

2. HemeaneHHo nepeaainte npnbop
CBOEMY AWNEepy UAn OTNpPaBbTe ero
HenocpeacTBeHHO B KomnaHuto Cardioline
SpA ANA NPOBEPKM

Err 10 +
HenpepbIBHbIA CUrHaAN
TPEBOrH, NMOKa He
byneT HaxkaTa

[ ELME]

1. Cepbe3Han HencnpaBHOCTb 13-3a
HaKoMN/AeHWA AaBNeHua nocne
npoueaypbl U3MepeHua
(cnyyaiHbIf 3anyck Hacoca)

HemepnneHHo nepeaaiTe npnbop ceoemy
ONNepy UM OTNpaBbTe ero
HenocpeAcTBeHHO B KomnaHuto Cardioline
SpA Ana oCcMOTpa M peMoHTa
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2. 311 coobuieHma ob owmbkrax
CBUAETE/IbCTBYIOT O CEPbE3HOM
npobaeme C KOAOM NPOrpPaMmbl

Mpnbop Walk200b
NPOBOAMT U3MEPEHUA
KarKable 2 MUHYTBI

Yctporctso Walk200b 66110
MMNOPTMPOBAHO No lNMpoToKony 9

HacTtpolite npotokon 1 nam 2

Heobxoaumblit
NPOTOKO/ HeNb3A
YCTaHOBUTb HaXKaTUeM
CoYeTaHWI KNasuLL

B namsaTu elle octanmch AaHHbIe
N3MepeHnin npeaplayLero
naumeHTa

MoHuUTOp He
BK/OYaeTcA

1. AKKyMynATOPbI YCTAaHOBEHbI
HenpaBuUIbHO

2. CAMWIKOM HU3KOEe HanpaxKeHue
AKKYMYNATOPOB

3. HencnpaBHbI gucnaen

1. Ewe pa3 BcTaBbTe 06a akkyMynaTopa
CHOBa M NPOBepbTE X MONAPHOCTb

2. 3aMeHUTe aKKyMyNATOpbI

3. HemeaneHHo nepeaarite npnbop
CBOEMY AMNepy Uan OTNpaBbTe ero
HenocpeacTBeHHO B Komnaruto Cardioline
SpA

Bo Bpems nepBsoro
U3MepeHmn
npounsowna ownbKa

MaH»KeTa He NoAXoAMuT K pyKe
naumeHTa

Mcnonb3ysa BXOAALLYIO B KOMMAEKT
PYNETKY, U3MEPbLTE OKPYXKHOCTb PYKM U
CpaBHMTE ee C OTNeYaTKOM Ha MaHKeTe

Kog 1

Bluetooth-nHTepdeic npmubopa
Walk200b 3anyLieH HeKOpPPEKTHO.
Bo3morkHa olwMbKa annapaTHOro
obopynoBaHus.

HemeaneHHo nepepainte npnbop csoemy
OMnepy Uan oTnpaBbTe ero
HenocpeACcTBEHHO B KomnaHuto Cardioline
SpA

Kog 2 Bluetooth-uHtepdeic npnbopa MonpobyiTe elle pas.
Walk200b Henb3s HacTpouTb Ecnn ownbra noBTOPUTCS, NepeaanTe
npasuabHbIM 0Bpasom. npmnbop ceoemy AUAepy UAM OTNPaBbTe
(Mpobnema HaCcTPOKM MexKay ero HenocpeACTBEHHO B KOMMaHMIO
npunbopom Walk200b 1 Bluetooth- | Cardioline SpA ana nposepkm
Moayem)

Kog, 3 HeBO3MOXHO NPOBEPUTH MonpobyiTe eule pas.
cocTosAHuMe Bluetooth-nHtepdeiica Ecnmn ownbra noBTOPUTCS, NepeaanTe
npubopa bp one+ npnbop ceoemy AnNepy UM OTNpaBbTe
(Mpobnema HaCcTPOMKM MexKay ero HenocpeACTBEHHO B KOMMaHMIO
npunbopom Walk200b 1 Bluetooth- | Cardioline SpA ana nposepkm
Moayem)

Kog 4 Bluetooth-nHtepdeic npnbopa CnenyiTe npoueaype, OnNMCaHHON B
Walk200b elie He coeanHeH «PykoBoACTBe no yctaHoBke Cube» (cm.
Bluetooth-kntouom nap. «Hactpoiika nprubopa»)

Koa 5 Bluetooth-uHtepdeic npnbopa MNonpobyiTe elle pas.
Walk200b He coeamHaeTca ¢ Ecnm ownbKka nosTOPUTCA, NepeaanTe
Bluetooth-kntouom nprbop cBoeMy ANNEPY UM OTNPaBbTE

ero HenocpeaCcTBEHHO B KOMMaHMIO
Cardioline SpA ana npoBepku
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8. TEXHUYECKUE AAHHbIE

[nanasoH 3Ha4YeHUn JaBNEeHUSA ........ Cuctonmyeckoe: oT 60 8o 290 mm pT.CT.
dnacTonnyeckoe: ot 30 oo 195 mm pt.cT.
TOUHOCTD vuvevvvieeeririieeerineeerrineeerenns 1+ 3 MM PT.CT. B U3MepeHun amcnaes

[nanasoH ctatnyeckoro gasnaeHua... ot 0 go 300 mm pT.CT.

JManasoH YaCTOTbl.ueuuueeeeeeeeeennaaennnn. ot 30 oo 240 yaapoB B MUHYTY

V13 Co Y s OCUMNIOMETPUYECKMI

[nanasoHbl USMEPEHMA ......cccuuenneee.. 5,10, 15, 20, 25, 30, 40, 50, 60, 90 n 120 muHyT

MPOTOKON USMEPEHMSA.......eeeeeneneee. 2 M3MeHAeMble rpynnbl A1ManasoHos

EMKOCTb NaMATU....ceeenviereeeeieiieeees 300 n3mepeHnin nnm 48 yacos

EMKOCTb aKKYMYNATOPOB................... > 300 n3mepeHni

NHTEPDEMCBI ... Bluetooth (knacc 1 /100 m) n USB

TTUTAHUE oo 2 HUKeNb-MeTaNIorMaApuaHbIX akkymynaTopa no 1,2 B n 1500 mAY MUH.
M Makc. 2450 mAY. Kaxkaana (AA) nnu 2 wenodnble b6atapen 1,5 B (AA,
«MUHBOH»)

BHYTPEHHUI aKKYMYAATOP................ Bpema 3apaaku: 4 yaca npun 85% noaHOro 3apasa

MpoaonkmutenbHocTs: 6onee 500 KT

Pa3MEPBl...uueeiiiiiiiiiiiiee et 128 x 75 x 30 mm
BeC e, OKo0 240 1, BKAOYAA aKKYMYNAATOPbI
BBICOTA euueeeeineeeenneeeeennaeeeeeneeeeenanns [o 3000 meTpoB Hafg, ypoBHEM MOPA

8.1. [lpumeHAemble rapMOHU3UPOBAHHbIE CTAHAAPTDI

EN 15223-1 MeaunumHcKkne npnbopbl — YcnoBHble 0603HaYeHMs,
MNCNONb3yemble A/1A STUKETOK MeANUMHCKUX NPpnbopos,
3TUKETKM 1 NpedocTaBaseman nHpopmauma. Yactb 1: Obuime
npeanmMcaHma

EN 1041 NHbopmaLmsa, npeaocTaBaseMan Npomn3BoamTenem
MeAULIMHCKUX N30eNni
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EN ISO 13485 MeanumHckne nanenns - CUCTeMbl yNpaBaeHUA KaYeCcTBOM -
TpeboBaHMA ANA Lenein peryanpoBaHma

EN ISO 14971 MeanumHckue nsnenns - NMpumeHeHme ynpasaeHua puckamm
ONA MeaNUMHCKMX Npnbopos

EN 60601-1 dneKTpuyeckoe meamnumMHcKoe obopyaosaHume - HacTb 1:
Obuime npeanmncaHmna No oCHOBHOM 6e30nacHOCTM U
OCHOBHbIM GYHKLMOHANbHbIM XapaKTepUCTUKaM

EN 60601-1-2 dneKTpuyeckoe meamumHckoe obopyaosaHue - Hactb 1:
Obuime npeanmncaHmna No oCHOBHOM 6e30nacHOCTM U
OCHOBHbIM GYHKLMOHAbHbIM XapaKTEPUCTUKAM -
[JononHWUTENbHbIN CTaHA4APT: DNEeKTPOMarHUTHas
COBMECTMMOCTb - TpeboBaHWA 1 TeCcTMpoBaHMe

EN 60601-1-6 dneKTpuyeckoe meamumHckoe obopyaoBaHue - YacTb 1:
Obuime nonoxkeHuna no 6esonacHoCTU - JoNOAHUTENbHbIN
CTaHAAPT: DKCMIyaTaUMOHHAA NPUTOAHOCTb

EN 60601-1-11 dneKkTpMyeckoe meamumHcKkoe obopynosaHue - Obuime
TpeboBaHMA, Kacatolmeca 6azoBon 6€30MacHOCTM M OCHOBHbIX
XapaKTepUCTUK - lonoNHUTENbHbIN cTaHAapPT: TpeboBaHMUsA K
3NeKTPOMEANLMHCKOMY 0H60PY/A0BaHNIO U
3NEKTPOMEANLMHCKMM CUCTEMAM, MCMO/b3YEMbIM B
OOMALLIHUX YCOBUAX.

IEC 80601-2-30 dneKkTpMuYeckoe meamLmMHcKoe obopyaoBaHue - Yactb 2-30:
Ocobble TpeboBaHMA Kk 6a30BoM 6€30MaCHOCTM M K OCHOBHbIM
XapaKTEPUCTMKAM HEMHBA3UBHbIX aBTOMATUYECKMNX
chUrmomaHoOMeTpoB

EN 62304 MporpammHoe obecnevyeHne meauuUMHCKUX NPUOOPOB -
Mpouecchl )KM3HEHHOTO LMKAA NPOrpaMmHoOro obecneyeHus

EN 62366 MeapumHckoe obopyaosaHme - MpUMeHeHMe XapaKTePUCTMK
3KCM/IyaTaLMOHHON NPUTOAHOCTU K MeAMUMHCKOMY
obopyaosaHuto

8.2. Komnnekryouwme

01020009 Bonbwas maHxeta ans Walk200b

01020008 CraHaapTHaa maHxeTta ana Walk200b

01020007 ManeHbkas MaH:xeTa aa1a Walk200b
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01020006 Bpacnet XS ana Walk200b

01020010 MaHeTa makcrumaabHoro pasmepa ana Walk200b

69400074 JleHTa noa, maHXeTy

65090070 Yexon

63090733 BognoHenpoHumuaemblit dytnap Walk200b (HenpomoKaembiit Yexon)
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9. FAPAHTUA

Cardioline SpA Bblg@eT rapaHTMiO Ha OTCYTCTBME B JaHHOM npubope aedeKToB MaTepuana U
NPOW3BOACTBEHHbIX AedeKTOB CPOKOM 24 mecAua OT AaTbl NPOoAaXkM npubopa M CPOKOM TPU MecAlad Ha
3an4acTv M KomnaekTylowme. [laTa NpoAaKM MNOATBEPKAAETCA AOKYMEHTOM, BblAA@HHbIM Ha MOMEHT
NPOJAXKM, KOTOPbIN HEODBXOAMMO NPEabABMTL NPKY 3anpoce Nt0Oboro poaa rapaHTUMHOro 0OC/Y»KMBAHMS.
FapaHTUItHbIM OBCAYKMBaHMEM MpeaycMOTpeHa BecnaaTHasa 3aMeHa MM PEMOHT COCTaBHbIX YacTel npubopa, B
KOTOPbIX OOHapyKeH MPOM3BOACTBEHHbIM AeDEKT UM AedeKT MCMNoIb30BaHHbIX MaTepuanoB. 3ameHa npubopa
BO3MOKHa Mo He30roBOPOYHOMY PeLLIEHNIO NPOM3BOAMTENA. MICKIOYEHO NPOA/IEHNE rapaHTUM NMOC/IE PEMOHTA.
[apaHT1EN He NOKpPbLIBAOTCA PabOoTbl, HEOOXOAMMOCTb B NPOBEAEHNIN KOTOPbIX BO3HMK/A B CAEAYHOLLIMX C/yYanX:

" HeCaHKUMOHMPOBaHHOE BHeCeHWe M3MEHEHWN, XanaTHOCTb CO CTOPOHbI TpeTbUX JNL, BKAKOYaAA
pa6OTbI no T€XO6Cﬂy)KVIBaHVHO, BbIMNO/IHEHHbIE HE YNTO/ITHOMOYEHHbIMU NNLaMU;

" Hec06merHme l/IHCprKLI,l/IlZ no 3Kcnayatauunmn, NCcnonb3oBaHMeE HE MO Ha3Ha4Y4eHUo UAn B UenAx,
OTNINYHBLIX OT TeX, AN1A KOTOPbIX N3roToB/1EH I'Ipl/l60p,'

= cbou B paboTe CUCTEMbI INEKTPOMNUTAHMUS;

" [OBpEXKAEHMA, HaHeCceHHble NpMbopy B pesy/bTaTe NoXKapa, B3pblBa, CTUXMUIHBIX OeACTBUI;
" 1ICNO/Ib30BaHME HE OPUTMHA/bHbIX PACXOAHbIX AeTanen;

" TPaHCMNOPTMPOBKA, BbINOJHEHHAA 63 AO/MKHbIX Mep NPeaoCTOPOXKHOCTY;

" JICNO/Mb30BaHME MPOrpaMMHOro obecneyeHms, He MMEOLWEro OTHOLWEHWUA K OCHOBHOM yHKUMM
npnbopa;

= Apyrue O6CTOHTe/'IbCTBa, HE nmeruime OTHoWweHNA K NPon3BOACTBEHHbIM ,EI,E(bEKTaM.

FapaHTMA He pPacnpoCTPaHAeTCsA, 3a MWCKAOYEHMEM OTAENbHO YKa3aHHbIX C/yvyaeB, Ha CbEMHbIE YacTu,
KOMMAEKTylolWMe 1N AeTann, NOABEPIKEHHbIE €CTECTBEHHOMY M3HOCY MPW 3KCMAyaTauumu; UCKAOYUTENbHO B
KayecTBe MNpUMepa MOXKHO MpPUBECTM cheaylolme AeTann: Kabenn naumeHTa,  akKyMynsTopbl,
coeiHUTENbHbIE  Kabenu, 3N1eKTPOoAdbl, CTEKASHHbIE YacTW, 3/7EKTPOHHble HOCUMTeAn WHGOoPMaLMK,
YepPHMUIbHbIE KaPTPUAKM U T. A4,

KomnaHua Cardioline Spa cHMMaeT ¢ ceba BCAKYO OTBETCTBEHHOCTb 3@ BO3MOMXHbIN yllepb, HaHECEeHHbIN
NPAMbBIM MM KOCBEHHBIM 06Pa3OM NtOAAM UAM MUMYLLECTBY BCNEACTBME HECODAOAEHWA BCEX NPeanMCaHnii,
NpVBEAEHHbIX B PYKOBOACTBE MO 3KCMayaTauuu, OCODEHHO KacCaloWMXCs YCTaHOBKKM, 6e3onacHocTH,
SKCMyaTaLmMmM 1 TexobCayKMBaHWA Nprubopa, a TakxKe BCAeACTBME OTKasa npubopa.

B cnyyae pemoHTa n/mnm 3ameHbl Npubopa MaK 3an4yactein HeobxoaAMMOo A0CTaBUTL NPUBOP B BAMNKAMLLIMIA
YMNONHOMOYEHHbI LEHTP TeXHUYeCcKoW noaaepkm KomnaHuum Cardioline S.p.A. nanM OTNpaBuTL ero B
kKomnaHuto Cardioline S.p.A. MaTtepunan n paboyaa cuna 6ecnnaTHbl, @ PUCKM U TPAHCMOPTHbIE U3AEPHKKM
BO3/1aratoTcA Ha NONb30BaTENS.

Mo npowecTBun 24 mecALEB OT AaTbl MOKYMNKM NPUOOPOB M TpexX MecALEeB OT AaTbl MOKYMKN KOMMIEKTYHOLLMX
M 3an4yacTel UCTeKaeT rapaHTUIHbINA CPOK 1 BCe paboTbl MO TEXHWMYECKOM NOAAEPKKE BbINOHAKTCA COMNAacHO
OEeNCTBYOWMM Tapnudam Ha 3anyactu 1 pabouyto cuny.

BO3MOMKHble OTCTYNNEHMA OT JAaHHbIX TFAPaHTUMHBIX YCNOBWIA AENCTBMTENbHbI TOABKO MPU  HaM4mK
oAlHO3Ha4YHoro onobpeHmna komnaxHum Cardioline SpA.
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10. YTUNU3SAUMUA

CornacHoO MooXKeHUAM 3aKoHoAaTeNbHOro AekpeTa oT 14 mapTta 2014 r., No 49 "McnonHeHne AMPEKTUBbI
2012/19/EC 06 o0Tx0[ax 31eKTPUYECKOro M 3NeKTPoHHOro obopyaosBaHua (RAEE)”, npusedeHHbIM Ha
MeANUMHCKOM 060pYyZI0BaHMM 3HaK MNepeyepKHYTOro MycopHoro Haka O3HayaeT, YTo AaHHOoe u3aenue no
MCTEYEHUN ero cpoka CAyKbbl cneayer yTMAM3MPOBATb OTAENbHO OT APYrMX OTX0A0B. [lo3Tomy, Koraa
TpebyeTca yTUAM3MPOBaTb OTCAYKMBLINI NPUOOP, NOAb30BaTENb AO/KEH 00PATUTLCA K ANCTPUDBIOTOPY UM
N3roTOBUTENIO.

MoaxoAaLmMin pasaenbHbln cOop 0TX0A0B ANA NOCAeAyOLEro HanpasaeHma 0bopya0BaHMA Ha NepepaboTKy,
06paboTKy M YyTUAM3AUMIO, COBMECTUMYHKD C OXPaHOM OKpyKalollel cpedbl, NMOMOraeT npeaoTBpaTUTb
BO3MOXHOE OTPULATENIbHOE BAMAHME Ha OKPYXKaloWyl cpedy M 340poBbe YenoBeka W cnocobctsyeT
nepepaboTKe MaTepPUanoB, M3 KOTOPbIX COCTOMT 06OPYA0BaHME.

HecaHKUMOHMpPOBaAHHAA  yTMAM3aAUMA  M34enMA  NoJib3oBaTesleM  BfeyeT 3a cobol  npumeHeHue
aAMUHNCTPATUBHbIX CaHKLMI COTIacHO 3akoHoaTtensHomy aekpety Ne 22/1997 (Cr. 50 n nocneaytouime 3ak.
nekpeta Ne 22/1997).
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1. GENERAL INFORMATION

1. GENERAL INFORMATION

This manual is an integral part of the device and should always be available as support material to the clinical
practitioner or the operator. Strict compliance with the information contained in this manual is an essential
prerequisite for a proper and reliable use of the device.

Have the operator read the manual thoroughly as the information related to the different chapters is only
described once.

1.1. Important additional information

This manual was written with the utmost care. Should you find any details which do not correspond to those
contained in this manual, please inform Cardioline SpA, who will proceed to correct such inconsistencies as
soon as possible.

The information contained in this manual is subject to change without notice.
All changes will be in compliance with the regulations governing the manufacturing of medical equipment.

All trademarks mentioned in this document are property of their respective owners. Their protection is
guaranteed.

No part of this manual may be reprinted, translated or reproduced without the manufacturer's written
authorisation.

The code relating to this manual is provided below.

Language Code

ENGLISH 36510214_EN

This manual refers to the software version 1.0.
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2.  SAFETY INFORMATION

Cardioline SpA will be held responsible for the safety, reliability and functionality of the devices only if:

1. theassembly operations, modifications or repairs are carried out by Cardioline SpA or by its Authorised
Service Centre;

2. the device is used in compliance with the instructions provided in the use manual.

Always contact Cardioline SpA should you wish to connect any devices not mentioned in this manual.

& Warnings

= This manual provides important information on proper use and safety of the device. Failure to comply
with the described operating procedure, improper use of the device, ignoring the specifications and
recommendations supplied, may cause severe physical injuries to the operators, patients and
bystanders, or may damage the device.

= No device modification is permitted.

The device captures and displays the data that reflect the physiological condition of the patient; this
information can be examined by specialist medical staff and will be useful in providing an accurate
diagnosis. In any event, the data cannot be used as the only means to make an accurate diagnosis of
the patient.

=  The operators for whom this device is intended must have the required competence regarding medical
procedures and the treatment of patients. They must also be sufficiently trained in using the device.
Have the operator carefully read and understand the contents of the operator manual and the other
annexed documents before using the device for clinical applications. Inadequate knowledge or
training could be at a greater risk for the physical safety of operators, patients and bystanders, or
could damage the device. If the operators are not trained on device use, it is recommended to contact
Cardioline or their Authorised Distributor to schedule an adequate training course.

= For the correct operation of the device and for the safety of the operators, patients and bystanders,
the device and the accessories must be exclusively connected as outlined in this manual.

The safety of the patient and operator is guaranteed if the accessories that may come into direct
contact with the patient comply with standards IEC 60601-1 and IEC 60601-2-25. Only use spare parts
and accessories supplied with the device and available from Cardioline SpA. Refer to paragraph 10.2
for a list of approved accessories.

The enclosure of the device is classified as “CF-Type Applied Part” in compliance with par. 4.6 of IEC
standard 60601-1. Applied part refers to the patient cable and the electrodes.

Conductive parts of the patient cable, electrodes and associated connections, including the neutral
conductor of the patient cable and electrode, must not come into contact with other conductive parts,
including ground lead.

The device has no specific protection from defibrillation discharges. Consequently, should a
defibrillator need to be used, the device must be disconnected from the patient, for instance by
removing the patient cable from the electrodes before defibrillation.

CARDIOLINE



Walk400h/Clickholter
2. SAFETY INFORMATION

This device is designed to be used only with the electrodes specified in this manual. Strictly follow the
correct clinical procedures to prepare the skin before the application of the electrodes and monitor
the patient in order to avoid any irritation, inflammation or other skin reactions. The electrodes are
designed for short-term applications and must be promptly removed once the test is complete. Refer
to paragraph 10.2 for a list of approved accessories.

The ECG electrodes may cause skin irritation; check the skin for any irritations or inflammations.

To prevent any infections, use the disposable components (e.g. the electrodes) only once. To ensure
safety and use efficiency, do not use electrodes after their expiration date.

The quality of the signal may be adversely affected by the use of other medical equipment such as
defibrillators and ultrasound machines.

The device is intended for external use and is not intended for direct cardiac application.
There is a risk of explosion. Do not use the device in the presence of flammable anaesthetics.

There is no safety hazard if other equipment, such as pacemakers or other stimulators, is used
simultaneously with the device; however, disturbance to the signal may occur.

The device is not designed for use with high-frequency (HF) surgical equipment, and does not provide
any protective means against hazards to the patient.

The operation may be adversely affected by the presence of strong magnetic fields such as those
produced by electrosurgery equipment.

The use of the device is not recommended in the presence of medical diagnostic imaging equipment
such as the Magnetic Resonance Imaging (MRI) or Computerised Axial Tomography (CAT) in the same
environment.

Only use the recommended batteries. Using other types of batteries may cause danger of fire or
explosion.

The low battery warning is designed for the recommended batteries only. Using other types of
batteries may lead to a lack of indication resulting in device failure.

The enclosure of the device is not protected against ingress of liquids. Devices affected by liquid
seepage must be cleaned as soon as possible and must be inspected by an authorised Service Centre.

Do not clean the device or the patient cables by submersing them in liquid, autoclaving, or steam
cleaning. This may cause serious damage to equipment or reduce its lifespan. Using non-specific
detergents/disinfectants, failure to comply with the recommended procedures or contact with non-
specific materials may cause additional risks to operators, patients or bystanders or may damage the
device. Do not sterilise the device or the patient cable with ethylene oxide gas (EQO). Refer to Section
9 for instructions on proper cleaning and disinfection.

Do not leave the patient cable unattended if children are present as they might get accidentally
strangled.

Do not leave the electrodes unattended in the presence of children as they could cause suffocation if
accidentally swallowed.

The device is not intended to be used in a humid environment; never expose the device to extreme
temperature and do not leave it in dusty, brackish or humid premises.

The Walk400h device has been designed to be connected to a PC only if it has already been
disconnected from the patient.

Use of the protection bag is mandatory if the relative humidity of the environment is less than 50%
(dry environment) to prevent the formation of electrostatic charges.
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The device can be used with the pouch or with the Walk400h waterproof case indicated in par. 10.2.
The cases are not intended to come into direct contact with the body, therefore it is recommended
to place them over a garment (for example a shirt).

& Attention

The device and the patient cable should be cleaned before use. Check the connections for any damage
or excessive wear before each use. Replace the patient cable should it present any damage or be
excessively worn.

Do not pull or stretch patient cables as this could result in mechanical and/or electrical failures. Patient
cables should be stored after forming them into a loose loop.

Electrodes and patient cable might loosen or detach during use, affecting signal quality. Instruct the
patient on the operations to be performed in that case.

There are no user-serviceable parts inside the device. The device can only be dismantled by qualified
service personnel. Any malfunctioning or defective device must be excluded from use and be
checked/repaired by qualified service personnel before being reused.

The device does not require any calibration or special instrumentation for correct use and
maintenance.

When it is required to dispose of the device, its components and accessories (e.g.: batteries, cables,
electrodes etc.) and/or packaging material, comply with local waste disposal regulations.

The device uses standard batteries, that need to be replaced by the user. Disconnect the patient cable
from the recorder, keeping the electrodes connected to the patient, before opening the battery
compartment panel.

In case of use of Lithium batteries they must comply with IEC 80086-4.
In the event of prolonged inactivity, remove the batteries from the device.

If the signal is quite noisy, the device could disable detection of the pacemaker pulses.

Notes

The movements of the patient may generate excessive noise and affect the quality of the signal and
correct analysis of the device.

An appropriate preparation of the patient is important in order to guarantee a proper application of
the ECG electrodes and the correct operation of the device.

There is no known safety hazard if other equipment, such as pacemakers or other stimulators, is used
simultaneously with the device; however, disturbances to the signal may occur.

If the electrodes are not properly connected to the patient, or one or more patient leads are damaged,
the display will indicate a lead failure.

As defined by the IEC 60601-1 and IEC 60601-2-47 safety standards, the device is classified as follows:

@ Equipment with IP protection rating (ME Internal power supply).
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@ CF-type applied parts.
@ QOrdinary equipment.
@ Not suitable for use in the presence of flammable anaesthetics.
@ Continuous operation
The accuracy of signals recorded with the device complies with IEC standard 60601-2-47.

Walk400h is capable of recording the activity of an implanted pacemaker, but may not always detect
pacemaker spike less than 1 ms.

The device belongs to Class lla in compliance with Directive 93/42/EEC.

The device has IP 4x protection rating against the ingress of solid particles and water. It is therefore
protected against solid particles with diameter greater than 2.5 mm. The
Walk400h Waterproof case (see par. 10.2) has a degree of protection against the intrusion of solid
particles and the ingress of water equal to IP X2, therefore it protects the device from falling drops of
water with a maximum inclination of 15 ° when used with the device itself. Without the Walk400h
Waterproof case, the device has no protection against the penetration of liquids..

The Walk400h Waterproof case is necessary for use in the home healthcare environment.
The device’s useful service life is 5 years.

In order to prevent damage to the device during transportation and storage (when still in its original
packaging), comply with the following environmental conditions:

Ambient temperature................... -252C+70°C
Relative humidity........cccoovvvveennn.n. 5% + 95%
Atmospheric pressure...........c...... 500 +1060 mbar

The device is intended for use in hospitals or doctor's offices and should comply with the following
environmental requirements:

Ambient temperature................... 52 C+402C

Relative humidity.......ccccceenienin. 50% + 95% - without the bag
15% + 95% - with the bag

Atmospheric pressure............oeuue. 500 +1060 mbar

NOTE: Use of the protection bag is mandatory if the relative humidity of the environment is less than
50% (dry environment) to prevent the formation of electrostatic charges.
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2.1.

Recommendations for the patient during the test

The device has been designed for performing outpatient ECG tests (Holter) normally lasting 24 or 48 hours.
The Walk400h/Clickholter model is able to perform multiple recordings up to 7 days in total.

Clinical practice requires the Patient to wear or carry the device inside or outside the hospital, in indoor
premises as well as outdoors. It is therefore especially important for the patient to be sufficiently instructed
about the operations he is allowed to perform and the related risks.

In particular the following warnings must be explained to the patient:

The device must be worn for the whole duration of the test;
If the device is used inside the bag, it should never be removed;

The device is not protected against the ingress of liquids, unless it’s used inside the Walk400h
Waterproof case (see par. 10.2), thus it shouldn’t be wet;;

The device emits a beep to signal particular events, such as the depletion of the battery, in this case
contact the referring physician or ambulatory for instructions;

If the patient cable accidentally disconnects contact the referring physician or ambulatory for
instructions;

The device may be damaged in case of blows or falls, which might jeopardise its correct operation and
completion of the scheduled tests;

Inform the patient that patient cables and electrodes must be kept away from children, due to the risk
of suffocation and strangulation

NOTE: if the device is used according to the present manual and a new and adequate battery is used for each
test, the patient doesn’t have to replace the battery, as its duration is compliant with tests duration.
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3. ELECTROMAGNETIC COMPATIBILITY (EMC)

The device requires special precautions with regards to Electromagnetic Compatibility. The device must
therefore be installed and started up in compliance with the information on Electromagnetic Compatibility
contained in this manual.

Portable and mobile radio communication equipment may affect operation of the device.

The use of accessories, transducers or cables other than specified in paragraph 10.2 may increase emissions
or decrease appliance immunity.

& Warnings

= The device is intended to be used exclusively by professional healthcare personnel. The device can
generate radio-electric interference and disturb operation of equipment in the vicinity. It could be
therefore be necessary to take measures to mitigate these effects, such as re-directing or
repositioning the device or shielding the room.

= The use of accessories and cables other than those recommended by Cardioline may cause an increase
in emissions or a lowering in the protection of the system.

=  The device must not be placed close to or above other equipment. If necessary, check that the device
works according to standard procedures.

Electromagnetic compatibility during the use of the device is required with the surrounding devices.

An electronic device can generate or receive electromagnetic interferences. The electromagnetic compatibility
test (EMC) has been carried out on the electrocardiograph in compliance with the international EMC directive
for medical equipment (IEC 60601-1-2). This IEC standard has been adopted as a European standard (EN
60601-1-2).

Fixed, portable and mobile equipment for RF communication may affect the protection of the medical
equipment. See par. 3.4 for the recommended separation distance between the radio equipment and the
device.

3.1. Guidance and manufacturer's declaration — Electromagnetic
emissions

The Walk400h/Clickholter system is intended for use in the electromagnetic environment specified below. The
customer or user of the Walk400h/Clickholter must ensure the device is used in such as environment.

The Walk400h/Clickholter device only uses radiofrequency energy for its
Group 1 internal functions. Radiofrequency emissions are therefore very low and
unlikely to interfere with electronic equipment in the vicinity.

Radio frequency emissions (RF)
CISPR 11
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Radio frequency emissions (RF)

CISPR 11 Class 8

Harmonics emissions Not The Walk400h/Clickholter device is suitable for use in all environments,

IEC 61000-3-2 applicable including residential premises and those directly connected to the public

Voltage fluctuations/ Not mains voltage supplied for household use.

flicker emissions )

IEC 61000-3-3 applicable

. ' . .

3.2. Guidance and manufacturer's declaration - Electromagnetic

immunity

The Walk400h/Clickholter system is intended for use in the electromagnetic environment specified below. The
customer or user of the Walk400h/Clickholter must ensure the device is used in such as environment.

+/- 6 kV contact

Electrostatic discharge

+/- 6 kV contact

Floors should be wood, concrete or ceramic tile. If

(ESD) discharge Jcril/%c;ak(/g;r covered with synthetic material, the relative humidity
|IEC 61000-4-2 +/- 8 kV air discharge discharge should be at least 30%.

Electrical Fast Transient/
Burst
|IEC 61000-4-4

+/- 2 kV for power
supply lines
+/- 1 kV for
input/output lines

Not applicable

The device works with internal battery.

Transient surge

+/- 1 kV from line to line
+/- 2 kV from line to

Not applicable

The device works with internal battery.

(50/60 Hz)

IEC 61000-4-5
ground
<5% Ur
(>95% dip in Ur)
for 0.5 cycles
Voltage dips, 40% Uy
short interruptions and (60% dip in U7)
voltage variations for 5 cycles ) The device works with internal battery and has been
on power supply Not applicable . - )
input 70% U designed for continuing operation.
lines (60% dlp in UT)
IEC 61000-4-11 for 25 cycles
<5% Ur
(>95% dip in Ur)
for5s
Power frequency and Power frequency magnetic fields should be at levels
magnetic field 3 A/m 3A/m characteristic of a typical location in a typical

commercial or hospital environment.

NOTE: Ur is the AC mains voltage prior to the application of the test level.

3.3. Guidance and manufacturer's declaration — Electromagnetic

immunity

The Walk400h/Clickholter system is intended for use in the electromagnetic environment specified below. The
customer or user of the Walk400h/Clickholter must ensure the device is used in such as environment.
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Conducted RF 3Vrms Portable and mobile RF communication equipment
From 150 kHz to 80 | 3V should be used no closer than the recommended
|IEC 61000-4-6 ) ; .
MHz separation distance calculated from the equation
applicable to the frequency of the transmitter.
Recommended separation distance:
e 33
| 3Frms
[ 35
d=|——WP
El mi|J_ From 80 MHz to 800 MHz
[ 7
d=|—— WP
) 3V/m 31&';,"}‘{_ From 800 MHz to 2.5 GHz
Radiated R From 80 MHz to 2.5 | 3V/m }
IEC 61000-4-3 GHz '

where P is the maximum output power rating of the
transmitter in  watts (W) according to the
specifications  supplied by the transmitter’s
manufacturer and d is the recommended separation
distance in metres (m).

Field strengths of fixed RF transmitters, as determined
by an electromagnetic site survey (a), should be less
than the conformity level in each frequency range (b).
Interference may occur in the vicinity of equipment
marked with the following symbol:

()

NOTE 1: The highest frequency range is applied at 80 MHz and 800 MHz.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by the
absorption and reflection of structures, objects and people.

a) Field strengths from fixed transmitters, such as wireless telephony base stations (mobile or cordless phones)
and land mobile radios, amateur radio, AM and FM radio transmitters and TV transmitters cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in the location where the
Walk400h/Clickholter device is used exceeds the RF compatibility level above, the device should be monitored
to ensure it operates normally. If abnormal performance is observed, additional measures may be necessary,
such as reorienting or relocating the Walk400h/Clickholter device.

b) In the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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3.4. Recommended separation distances between portable and mobile
RF communications equipment and the Walk400h/Clickholter
device

The Walk400h/Clickholter device is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or user may help prevent electromagnetic interferences by
maintaining a minimum distance between portable and mobile RF communications (transmitters) and the
Walk400h/Clickholter device, as recommended below, according to the maximum output power of the
communications equipment.

d=122F d=121F d=[L WP
[ Ey Ei
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.17 1.17 2.33
10 3.69 3.69 7.38
100 11.67 11.67 23.33

For transmitters with maximum rated output power not listed above, the recommended separation distance
d in metres (m) can be estimated using the equation applicable to the frequency of the transmitter, where P
is the maximum output power rating of the transmitter in watts (W) according to the specifications supplied
by the transmitter’s manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies for the separation distance.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by the
absorption and reflection of structures, objects and people.
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4. SYMBOLS AND LABEL

4.1. Explanation of the symbols

Comply with the instructions in the operating manual — on the back of the device

1936

CE marking — compliance with the European Union directives

Manufacturer

Reference number (product code)

SN Serial number

LOT Lot number

( Year of manufacture
20XX

Type CF equipment

Device suitable for recording on children weighing less than 10 kg

i e Battery powered device
Keep dry
IP4x Degree of protection against the ingress of solid particles and water

Refer to the user instructions

Separate collection of electrical waste and electronic equipment

Read the operating instructions — on the back of the device

Storage and transport temperature limits

11
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Operating temperature limits

&

3;?
T
]
o

©
=
=2

Humidity fluctuation

3
=

1060hPa

@

Pressure fluctuation

o
=1
=}
I
o
]

\\ /
77\‘

Keep away from sunlight

)

Do not reuse

No latex

No PVC

DD

4.2. Device label

Walk400h
CARDIOLINE |
Via Lirnz nr, 151 !
38121 TRENTO - Italy
Walkd00h (o i = [T
@I HOOOK XKXXX xnxiﬂﬂ&)
Clickholter
CARDIOLINE |
Via Lirnz nr, 151
38121 TRENTO - Italy
C“ckhl:lltﬂr 1:',,.,“" IP4x ? [E
81018031 s EE e
@I FHXXX XXXX xxxx‘lﬂ:!s)
12
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5. INTRODUCTION

This manual refers to devices Walk400h and Clickholter.
The manual represents a guide for execution of the following operations:

= Reasonable use of the device, of the function keys and of the menu sequences.

=  Preparation of the device for use. (Section 6)
= Execution of a test. (Section 7).

= Recorder settings. (Section 8)

= Maintenance and troubleshooting (Section 9).

5.2. Recipients

This manual is intended for professional healthcare operators. They are therefore presumed to have specific
knowledge of medical procedures and terminology, as required by clinical practice.

It’s responsibility of the physician, or of the authorized personnel that prepares the patient to inform the
patient about how to use the device, the operations he is allowed to perform and the related risks (v. par. 2).

5.3. Intended use

Walk400h/Clickholter is an ECG Holter recorder intended for continuous ECG signal recording. The signal
recorded in the devices’ internal storage is intended to be transferred to a PC for analysis via a designated ECG
Holter analysis software.

The ECG signal is recorded with a patient cable that may have 5, 7 or 10 wires (Walk400h only), according to
the number of ECG channels to be recorded: 3 channels with 5 or 7-wire cables and 12 leads with 10-wire
cable (Walk400h only). The recorded data are transferred to the PC through a USB connection.

A colour graphic display shows up to 6 channels during preparation of the recorded. This feature allows the
physician to check signal quality before starting recording.

The device is indicated for use in a clinical setting: hospitals, clinics and outpatient facilities of any size. It is
also suited for home use.

= The device is indicated for continuously recording the ECG signal.

= The device is not indicated for use as physiological monitoring of vital signs.
= The device is not intended as the only means for determining the diagnosis.
= The device is indicated for use on adult and paediatric patients.

= The device is indicated for use by a physician or trained personnel acting on behalf of an authorised
physician.

13
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5.4. Description of the device

Walk400h is a Holter recorder that makes it possible to capture 3 or 12 leads for 24 or 48 hours at
250/500/1000 samples per second or up to 7 days at 250 samples per second.

Clickholter is a Holter recorder that makes it possible to capture 3 leads for 24 or 48 hours at 250/500/1000
samples per second or up to 7 days at 250 samples per second.

Clickholter is available in two configurations: BASE and PLUS.

Walk400h and Clickholter differ for the following features:

PATIENT CABLES 5 wires / 3 channels 5 wires / 3 channels 5 wires / 3 channels
7 wires / 3 channels 7 wires / 3 channels 7 wires / 3 channels
10 wires / 12 leads

RECORDING DURATION | 74/48h 24h/48h/7days 24h/48h/7days
SAMPLING RATE 250 s/s 250s/s 250 s/s
500 s/s (only 24h and|500 s/s, 1000 s/s (only
48h) 24h and 48h)

Selection of the number of channels to be recorded takes place simply by using a 5, 7 or 10 wire cable (only
Walk400h). The device automatically recognises the inserted cable and consequently selects the type of
recording. Through the recorder’s software it is also possible to select the sampling rate to be used by the
device while recording.

The Walk400hmodel is fitted with an accelerometer providing indications on the patient’s activity and
position: lying down, walking, running, standing still.

A TFT 2.2” colour display shows up to 6 traces simultaneously, allowing the physician to check good signal
quality before starting recording. A navigation joystick with 4 direction buttons and one central button allows
the menu to be used conveniently and data to be entered. Two LEDs, a green one and a blue one, provide
indications on battery and device status, while a buzzer signals any errors or recorder status warnings.

The recorded data may be downloaded and analysed by any compatible Holter analysis software Data are
transferred via a USB cable. Data are transferred via a USB cable.

With webuploader it is also possible to prepare the recorder, by transferring patient data onto it and the type
of recording to be performed.

Walk400h / Clickholter can complete a recording on a single battery.

A new and properly stored high quality alkaline AA battery (approx 2500mAh capacity) is sufficient to complete
a 48 hour recording.

14
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A new and properly stored AA lithium battery (3000 mAh or higher, 1.5V) is adequate for recording up to 7
days.

In all other cases, Walk400h / Clickholter give the possibility to replace the batteries without interrupting the
recording.

WARNING: In case of use of Lithium batteries they must comply with IEC 80086-4.

The device includes:
1. Patient cable with 5, 7 or 10 wires (Walk400honly).
2. Bag.
3. 1 battery (AA 1.5V).
4. Disposable button electrodes (25 pcs.).
5. USB PC connection cable.
6

Operating manual.

5.4.1. General overview

Front view:

Display 3| caRDIOLINE

(i)
L] /.
/ Q i
Navigation button

CARDOIOLINE

LED
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Rear view:

Patient cable

Battery door

5.4.2. Navigation button

The device is fitted with a navigation button that can be pressed or moved in 4 directions (like a joystick).
In this manual, the various functions of the button are referred to using the following terminology:

=  ENTER: press the button.

= LEFT: push the button to the left.

= RIGHT: push the button to the right.
= UP: push the button up.

=  DOWN: push the button down.

Operation with display on

With display on, the button may be used to navigate the menu as described in the following chapters.

Operation with display off
With display off, the possible functions of the button are described in the following table.

DISPLAY SWITCHING ON When any button is pressed for 1 second the display switches on,
unless a test is in progress.

INTERRUPTION OF AN ONGOING Press DOWN for 4 seconds to interrupt the recording in progress
TEST

ENTERING AN EVENT-MARKER Press the central button during a recording to activate the “Event
DURING A TEST Marker” function.

16
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5.4.3. Display

The LCD display at the front of the recorder shows useful information for the doctor and the patient on
measuring data, monitoring settings and any system errors.

5.4.4. LED

The combination of the LEDs illustrated in the following table has the following meanings.

lo) o) OFF

Recorder OFF — no battery or battery completely down

SYSTEM START-UP

PY Switching on the system and loading the system’s firmware. This operation has
variable duration between 4 and 10 seconds. Do not remove the batteries
during this stage.

o) DISPLAY ON
Recorder on with display on and operative menu keys, batteries charged.
o) o) RECORDING
Recorder on and test in progress.
UsB
(o) (o) If recorder on and connected to the PC through USB cable. The display shows
the USB icon.
O  Lepborr
L LED permanently on, in the colour shown.

O Flashing LED, in the colour shown.

5.4.5. Audible warning

The device is fitted with a buzzer that sends warning messages or in some cases, alarm messages to the user.
The table sums up the possible functions of the audible warning.

From STANDBY to DISPLAY 1 ACOUSTIC SIGNAL

From DISPLAY to STANDBY 1 ACOUSTIC SIGNAL

From DISPLAY to RECORDING 1 ACOUSTIC SIGNAL
17
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From RECORDING to STANDBY 1 ACOUSTIC SIGNAL
From STANDBY to USB mode 1 ACOUSTIC SIGNAL
From USB mode to STANDBY 1 ACOUSTIC SIGNAL
Start voice recording 1 LONG ACOUSTIC SIGNAL
End voice recording 1 LONG ACOUSTIC SIGNAL

Battery low alarm during a 1 ACOUSTIC SIGNAL every 4 seconds

RECORDING
Out of memory during a 3 LONG ACOUSTIC SIGNALS followed by 1 ACOUSTIC SIGNAL before
RECORDING automatic shutdown

Entering an “Event MARKER during

a RECORDING 1 ACOUSTIC SIGNAL

Saturation condition greater than

. 1 LONG ACOUSTIC SIGNAL
3 minutes

5.5. Navigation in the Menu

After switching on, the device shows the Start Page.

CARDIOLINE

i) (o

Start Page

From these pages it is possible to access the main device functions, listed in the following table.

18
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Start Page Functions

INFORMATION Shows information on the device

START RECORDING Start a new Holter recording

SETTINGS Lets you access the Options Menu for system settings
STANDBY Puts the device in standby
Buttons:

=  UP, DOWN, RIGHT, LEFT: to move on the icons;

=  ENTER: to confirm the selection.

5.5.2. Information Page

The Information page shows:
= Firmware version
= Serial Number of the recorder
= Connected patient cable: 5 wires, 7 wires, 10 wires or no connected cable;
= Estimate of available storage: number of complete recordings that may be stored;
=  Number of recordings in the memory;

=  Date and time.

Buttons:

= LEFT: to go back to the Start Page.
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6. PREPARATION FOR USE

6.1. Switching on the recorder

To switch on the recorder insert 1 AA type, 1.5 Volt battery in the battery compartment on the back of the
recorder and press the Knob.

WARNING: insert the battery paying attention to positioning it correctly, as shown in the diagram stamped in
the battery compartment.

WARNING: always disconnect the patient before opening the battery compartment cover.
WARNING: remove the battery from the unit in the event of prolonged inactivity.
WARNING: In case of use of Lithium batteries they must comply with |[EC 80086-4.

NOTE: if the display switches on but the message “SD Card not recognized. Connect the device to PC. See user
manual for details” is shown proceed as described in par. 9.3.

When a battery is inserted, the recorder starts a test phase, after which, if a recording was in progress, the
recording is retrieved and restarted, otherwise the device starts up and the Start Page is displayed.

If the device is connected through the USB cable to a PC, the display shows the USB icon until operations are
completed and the device is disconnected.

Upon commissioning ensure the recorder’s default settings are adequate.
To do so, access the settings page as described in Par. 8.
Ensure the following fields are set with the correct settings:

= language
=  Date and time
Should they need to be modified proceed as described in Par. 8.

The device stores the settings and, unless there are specific needs, they do not need to be edited when the
recorder is started up again.
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6.3. Switching off the recorder

To set the device in standby mode again, go to the Start menu, select the power off button and push it down.
To completely power off the device remove the battery from its housing.
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7. EXECUTION OF THE EXAMINATION

7.1. General procedure

The operations required to perform a Holter test are described below.
1. Choose the number of channels (Walk400h only) and the cable to be used.
2. Prepare and connect the patient (as described in Par. 7.3 and 7.4)
3. Prepare and start recording (as described in Par. 7.5).
a. Choose the type of test (Duration and sampling rate) (as described in Par. 7.5.1);
b. Optionally, insert a 20s voice message to help patient identification (as described in Par. 7.5.2);

c. Check the quality of the traces on the display and make sure there are no error messages (as
described in par. 7.5.3).

d. Start recording (as described in Par.7.5.4).
4. Position the recorder on the patient (as described in Par. 7.7).

5. Instruct the patient (as described in Par. 7.8).

NOTE: Strictly adhere to instructions on preparing the patient, one of the most crucial stages for successful
recording.

7.2. Selection of the number of channels

The recorder acquires simultaneously the ECG signal from 3 to 12 channels (Walk400h only) according to
configuration, installed options and patient cable used:

= 5-wire cable: 3-channel recording
= 7-wire cable: 5-channel recording

= 10-wire cable: 12-channel recording (Walk400h only).

Before connecting the electrodes, ensure the patient has fully understood the procedure and knows exactly
what the test they are doing consists of, that they have been correctly instructed on the required behaviour
throughout the recording and are ready for any actions to be taken in special cases and to perform everyday
activities.

=  Privacy is very important to allow the patient to be relaxed.
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= Reassure the patient that the procedure is painless, and that they will only feel the electrodes on the
skin.

It is important that the patient's skin be accurately cleaned. There is a natural electrical resistance on the
surface of the skin, generated by various sources such as hair, sebum, and dry or dead skin. Skin preparation
is required to minimise the negative effects caused by excessive skin-electrode impedance and to optimise
the ECG signal quality.

To prepare the skin:
= |f necessary, shave the skin area where the electrode must be applied.

=  Wash the area with hot soapy water.

= Dry the skin vigorously with an abrasive pad, such as a gauze, to remove dead skin cells and fat, and
to increase blood flow in the capillaries.

NOTE: Pay attention not to cause abrasions, discomfort or bruises on the skin of elderly or fragile patients.

7.4. Connecting the patient

It is important to position the electrodes properly in order to acquire a good electrocardiographic signal.
Lower impedance, in fact, provides better waveform, reducing noise, and good quality electrodes should be
used for the same reason.

Connect the electrodes as follows:

1. Remove the protective film on the back of the electrodes and apply them in the desired points.
Electrode placement is a clinical choice at the discretion of the physician who intends to perform the
test on the patient. The following paragraphs show examples of electrode placement based on the
selected type of cable.

2. Check proper adhesion of the electrodes, by gently tugging them. If the electrode moves freely,
replace it. If the electrode does not move easily, a good electrical contact is ensured.

3. Connect the patient cable terminals to the electrodes.

4. Apply a strip of sticking plaster on the electrode head (it is recommended to form a small loop with
the end of the connection cable and to fasten it under the adhesive strip).

5. Connect the patient cable to the connector on the upper side of the device.

WARNING: proper operation of the recorder is only assured if the electrodes recommended by Cardioline are
used.

NOTE: to prevent damaging the patient cable, grab it by the plug when inserted and removed from the
connector and avoid tugging at the wires.
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7.4.1. 5-wire cable

—

—— CH1
YELLOW

5-wire cable

Electrode placement with 5-wire cable

Chl Yellow Fifth intercostal space at the left end of the sternum
Ch2 ‘ Red Sixth intercostal space at the axillary line
Ch3 ‘ Green Second left intercostal space at the midclavicular line.
REF White On the sternum, close to clavicles
N ‘ Black On the lower rib, on the left side of the chest.
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7.4.2. 7-wire cable

The picture and table show how to use and install this cable.

T ELACK

— G
1 = (D) -
—_— e

— o

CH3 +
ORANGE

—

7-wire cable

Electrode placement with 7-wire cable

Chl+ ‘ Green Sixth intercostal space at the axillary line

Ch1- ‘ Red On the right clavicle, next to the sternum.

Ch2+ White Fifth intercostal space at the left end of the sternum.
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Ch2- Yellow On the left clavicle, next to the sternum.

Ch3+ ‘ Orange | Sixth left intercostal space at the midclavicular line.

Ch3- ‘ Blue On the sternum, close to clavicles

N . Black On the lower rib, on the left side of the chest.

7.4.3. 10-wire cable (Walk400h only)

This type of cable follows the standard convention for 12-channel electrocardiography.
The only difference being that peripheral electrodes must be placed on the trunk in a position close to the
respective limbs, as pictured below.

= lllllllﬂo —_—F

GREEN

""""lo E—— O

"""""9 ——r

— """"“9 E—— T
[ g | _%//’:( o E:VlltilTE
g = ) ¢

—*ﬂ 2
o 9 WHITE
—(q) — ¢l
"' 9 WHITE

R
RED

YELLOW

10-wire cable (Walk400h only)
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Electrode placement

C1 e Red Fourth intercostal space to the right of the sternum.
) vellow (F)?;:Zhsitr;tﬁ:j;s,tal space to the left
c3 @ Green \l\//lz‘l;j(\:/\;ray position between electrodes V2/C2 and
C4 @ Brown Fifth intercostal space at midclavicular line.
s @ Black Between electrodes V4 and V6.
cé @ Violet Level with electrode V4 at left midaxillary line.
L Yellow On the deltoid muscle.
R ° Red On the deltoid muscle.
F ° Green On the thigh.
N ° Black On the thigh.
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It is possible to start recording even without connecting the recorder to a PC via the USB cable.

After switching on the recorder, As described in Par. 6.1, and after connecting the patient, as described in the
previous paragraphs, select START RECORDING from the Start Page.

The recorder displays the Start recording page, which shows:

= Duration of the recording (24 hours / 48 hours / 7 days (Walk400h only)) and sampling rate set;
= Information on the patient (if preloaded, see paragraph 7.6);
If no patient cable is connected upon switch-on, the recorder displays the following message:
Attention! Cable not found — Check connections —
In this condition, the only permitted action is going back to the previous menu. Then connect the patient cable
you wish to use and start the test again.
Buttons:
= RIGHT: to open the next page;

= CLICK: to open the page to select recording duration and sampling rate (disabled if the data have been
preloaded as described in paragraph 7.6);

= LEFT: to go back to the previous page.

The wizard then starts up and the user is shown the sequence of instructions set out in the following
paragraphs.

If no connected patient cable is found or the connected cable does not match the one required by the
configured protocol, an error message is displayed.

7.5.1. Selection of test type

There is the option of choosing the type of test to be performed based on duration of the test one wishes to
perform and recorder model.
The page to select test duration is accessed by pressing ENTER in the STATUS window.

—

Duration  24h
Frequency: 250Hz
Cable: 7 Leads

Name: ===
Surname: ==
BirthDate: ---

Selection of test type page

28

CARDIOLINE



Walk400h/Clickholter
7. EXECUTION OF A TEST

The device can record the following types of test, according to set-up and installed options:

1. 24hrtest: 3 or 12 channels (Walk400h only) for 24 hours
2. 48hrtest: 3 or 12 channels (Walk400h only) for 48 hours

3. Several days: this mode lets you perform a test with 3/12 channels at 250 Hz for over 48 hours. The
test consists of one or more segments the duration of which is undefined, and not necessarily
continuous over time. The recorder’s batteries may be replaced between segments; before starting
the test, the recorder indicates the maximum available duration based on available storage in the
device. The several days test mode has a maximum duration of 7 days. Furthermore, avoid prolonged
lack (about 7 days) of the batteries during the test as this would cause de-programming of the built-
in clock. In either case, the test is automatically closed by the recorder after restart.

After selecting the type of test, the device performs a memory check to ensure there is sufficient space for the
selected recording. If unsuccessful, an error message is displayed and the process is cancelled. In the case of
7-day recording, the message is only displayed if the space is less than required by a 48-hour recording.

Buttons:
=  UP/DOWN: to scroll the list
= RIGHT or ENTER: to confirm the type of test and switch to the next page;

= LEFT: to go back to the previous page and cancel the selection.

NOTE: One test only may be prepared during the preparation stage.

7.5.2. Voice recording

Voice Recorder

Press ENTER to record a voice message. After 20 seconds the recorder switches to the nest phase.
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This feature allows the operator to record an audio file containing personal information and any other notes,
when the test is downloaded the recorded audio can be played back so as to enter the information in the
analysis software.

Buttons:
= ENTER: to start recording;
=  RIGHT: to save the recording and go to the next page;
= LEFT: to go back to the previous page and delete the recording.

7.5.3. Display traces and saturation

e |
®rR @ oc1 @ f FEHEFER
L @ ec2 @ o D
®oF @ eoc3 @ : | 12 | B 2
ecs @ BVE . 'l +1-

ecs @ | Eeammaemmse

) . -[F_ |
m m) ()

- -

)l T leeling

Display saturation and traces

The device shows a page indicating channel saturation and one or more pages (according to the cable used)
displaying traces in real time.
In real time display the number of channels per page depends on the type of patient cable:

= 10-wire cable (Walk400h only): 2 pages, 6 channels each
o First pagel, II, lll, aVR, aVL, aVF
o Second page: C1, C2,C3,C4, C5,C6

= 5or 7-wire cable, 1 page, 3 channels:
o First page: C1,C2,C3

o Second page: none
Buttons:

= ENTER: to scroll through the saturation check and trace display pages;
= RIGHT: to go to the next page.
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7.5.4. End of preparation and start of recording

The recorder shows a message to confirm start of recording by the user.

The device will turn the
display off and start the

recording in few seconds

PressRIGHT tostart
immediately
PressLEFT torsturntothe |
Previous page

Start of recording confirmation page

Buttons:
=  RIGHT or ENTER: to confirm start of recording;

LEFT: to cancel the start up and go back to the previous page.

Recording is nevertheless started after 30 seconds.

Entry into the RECORDING phase is signalled as follows:

1. the display switches off;
2. the BLUE status LED starts blinking (test in progress);
3. the GREEN battery LED switches off.

7.6'

Recorder preparation via a PC

This preparation method makes it possible to preload the personal information and the type of recording

(cable, duration and sampling rate) before starting a recording making use of the connection with the PC via
USB, using the Cardioline webuploader software.

To perform recorder preparation proceed as follows:

1. Connect the device to the PC using the USB cable supplied;

2. The recorder displays a screen with a USB drive icon and the PC alerts to a connected USB drive
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USB connection page

3. Use the webuploader software to enter the personal information and recording data (please refer to
the manual of the Cardioline webuploader software for a detailed explanation).

4. Disconnect the device after ejecting the USB drive through the safe removal procedure (this operation
assures the information is written correctly in the recorder’s memory).

5. Proceed with fitting the recorder onto the patient as described in the previous paragraphs and start
the test as described in paragraph 7.5

NOTE: in this case it is not possible to modify the type of recording and the recorder shows an error message if
the patient cable does not match the one configured in this phase.

NOTE: the software in the PC must be adequately configured and installed to assure proper operation. For more
details refer to the appropriate user manual.

7.7. Placement of the recorder on the patient

After starting the recording the recorder must be fixed to the patient’s body. The device may be placed directly
in contact with the patient’s body using a gauze or, should one wish to do so, the device may be placed in its
bag, which is attached to the patient’s body.

NOTE: the device can be supplied with a bag (see list of accessories in this manual) which can be used to protect
the recorder and to fix it to the patient. Use of the case is not mandatory.

NOTE: Use of the protection bag is mandatory if the relative humidity of the environment is less than 50% (dry
environment) to prevent the formation of electrostatic charges.

NOTE: The bag and the Walk400h Waterproof case, indicated in par. 10.2, they are not intended to come into
direct contact with the body, therefore it is recommended to place them above a garment (for example a shirt).

32

CARDIOLINE



Walk400h/Clickholter
7. EXECUTION OF A TEST

7.8. Instructing the patient

Clinical practice requires the patient to wear or carry the device inside or outside the hospital, in indoor
premises as well as outdoors.

It is therefore especially important for the patient to be sufficiently instructed about the operations he is
allowed to perform and the related risks. Refer to par. 2 for further details.

7.9. During test recording

The RECORDING mode is indicated by the BLUE status LED blinking.
During this stage the device records the ECG signals and accelerometer signals in its memory for the time set
in the preparation stage.

7.9.1. Use of an Event Marker

It’s possible to enter time markers during the recording by pressing ENTER.

The patient may intentionally enter an event by pressing ENTER during the recording. In this manner, a
symptom or special activity can be signalled. It is also possible for the patient to signal when the recorder is
temporarily disconnected by entering an event at the beginning and end of the period.

The recorder is also able to recognize and record autonomously events associated to signal saturation or lead
fail and pacemaker impulses.

7.9.2. Accidental disconnection of the batteries

Should the batteries be accidentally disconnected during the recording, the recording session is interrupted
but not closed. If the batteries are inserted again, the recorder shows the “Resume recording” window. Use
the right button to resume the interrupted recording, then the display switches off and the recording resumes
according to the preset mode as described in Par.7.9.5.

If the batteries are not put back in, when the device is connected to the PC with the USB cable the test is closed
and downloaded.

WARNING: to be able to continue a interrupted test the batteries must be put back in within the maximum time
for the recording; otherwise the test is closed automatically the next time the device starts up.

7.9.3. Accidental disconnection of the patient cable

If the patient cable is accidentally disconnected during the recording, the device records the event as
“disconnected leads” but the recording continues. Therefore, just reconnect the cable with no other
operations required.

However, if a different type of cable from the previous one is connected, the recorder records it as an error
and interrupts the recording.
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7.9.4. Low battery

If the batteries go below the safety threshold during the recording, the recorder sends an acoustic signal to
the patient every 4 seconds.

At this point, the patient, having been appropriately instructed, must replace the batteries. When the batteries
have been replaced, the recorder switches on and a warning window reading “Restart recording” appears on
the screen. Press the key on the right to restart the recording: the display switches off and recording resumes
according to the preset mode as described in Par.7.9.5.

If the key on the right is not pressed, recording will resume automatically after 30 seconds

ATTENTION: the detection of the battery status is not operational if lithium batteries are used.

7.9.5. Resume a recording

From the Start page it is possible to resume an interrupted recording, not yet completed, for instance following
battery replacement.

Resume recording message

Buttons:

= RIGHT: confirm and go to the trace check page.

7.10. End of recording

End of recording may occur for the following reasons:
1. the programmed recording time has elapsed
2. the device is connected to the PC using the USB cable

3. the manual stop command is given by pressing and holding the DOWN button for 4 seconds, the
display switches on and shows a confirmation message of interrupted recording. Press the ENTER
button to confirm the interruption, press any other button and the display switches off and recording
is resumed.
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Stop Recording

~ Yourequested tointerrupt
the current recording.

Please confirm by pushing
the central button.

‘ Any other key willresume
m therecording.

Confirm interruption

WARNING: It may happen that due to the low battery, after the manual stop command the screen of the device
does not turn on as expected, and the device turns off autonomously. To restart the recording, insert a new
battery, or connect the device to the computer to download the exam.

When recording ends the device signals it with an acoustic signal, capture is interrupted and the device goes
back into normal operating mode, ready for a new test or to download the one just performed.

When the display is switched on again, the INFO window shows the presence of a stored test through the
counter of filed tests.

7.11. Test transfer to the PC

The tests contained in the recorder’s memory to be downloaded into a PC for subsequent analysis and
reviewing.

In addition to patient data and information on the test, the download also includes the type of recorder used
and events occurred during the recording (main marker, saturation,pacemaker, audio recording, acceleration
file).

To transfer the data, the recorder must be connected to the PC with the USB cable and the recorder must be
switched on (par. 6). The recorder goes automatically into USB mode and the following screen is displayed.

USB connection page

NOTE: It is recommended to transfer data immediately after treatment to ensure security of patient data.
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Data transfer is managed directly by the software installed in the PC. Please refer to the user manual of the

analysis software for further details and instructions.
Upon completion of the data transfer the recorder’s memory may be automatically cleared or not, based on

the settings of the software installed on the PC.
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8. RECORDER SETTINGS

8.1. Settings

To configure the recorder, select the item Settings from the Start page.

English

'“ﬁangua_ge
Frequency 250
Duration 24h
Date Formal DMY
Date & Time 03/0319:01
Settings Page

Buttons:
= UP, DOWN: to go to the various items;
= LEFT: to go back to the Start Page;
= ENTER: to select the field and open the page to enter a new setting.

The following table lists the settings.

Language Language used. Italian — English — German —
French — Spanish — Portuguese —
Czech —Turkish — Russian —
Polish — Romanian — Serbian —
Hungarian — Croatian

Recording duration | Indicates the default duration of recordings 24 hours / 48 hours / 7 days

Sampling rate Sampling rate used for recording 250 /500 / 1000 Hz (1000Hz
NOTE: if recording duration is set at 7 days it is only for Walk400h)

possible to set frequency at 250 Hz only, other
settings are not permitted.
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Date format Format for the date DMY (dd/mm/yyyy)
MDY (mm/dd/yyyy)

YMD (yyyy/mm/dd)

Date and time Current date and time

8.1.1. Set a new figure

A page is displayed that shows available figures for each setting. To make a new setting just select one of the
available figures using the central button.
The selected figure is highlighted.

Buttons:
= UP, DOWN: to go to the various figures;
= LEFT: to go back to the previous page without saving changes;

= ENTER: to select the field and go back to the previous page after saving the new setting.
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9. MAINTENANCE AND TROUBLESHOOTING

9.1. Cleaning and disinfection

Clean the device after each use.
Do not sterilise the device and the patient cable.
To clean and disinfect the surface of the device and cables, use detergent solutions with low alcohol content,
generally used in hospitals.
The surface of the device must be cleaned with a damp cloth. Do not allow any liquid to penetrate the device.
The allowed cleaning solutions are:

= Ethyl Alcohol solution 90%

=  Methyl Alcohol solution 90%

= |sopropyl Alcohol solution 90% - only for plastic parts and not for display/keyboard area

= Hydrogen Peroxide solution 10v

= Hydrogen Peroxide solution 36v

= Sodium Hypochlorite solution 2%

No sterilisation of the electrodes is required as disposable electrodes SOLELY must be used with button
connection for outpatient ECG (Holter).

NOTE: remove the battery before cleaning the device.

NOTE: cleaning and disinfection of the device should not be performed by the patient.

9.2. Regular checks

Check of patient cables: according to need, but at least once a year using an ECG simulator.

General operation tests of the device and check of current leakage: according to need, but at least every 2
years.

9.3. Troubleshooting table

The green LED of battery | The inserted battery is not Replace with a new alkaline or lithium
status blinks and the sufficiently charged to be able to | battery.
display does not switch on | start a new test.
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The display switches on
but no screen is displayed

The inserted battery is not
sufficiently charged to be able to
start a new test.

Replace with a new alkaline or lithium
battery.

The display switches on
but the message “SD Card
not recognized. Connect
the device to PC. See user
manual for details” is
shown

The device is not able to
recognize the SD card.

Connect the device to a computer with
the USB cable.

If the SD card is not accessible, try to
format the SD card using FAT32,
according to Windows instructions.
Disconnect the device form the PC and
switch it on.

If the problem persist contact Cardioline
service.

The display does not
switch on

1. The batteries
installed correctly
2. Battery voltage is too low
3. Faulty display

were not

1. Insert both batteries again and check
correct polarity

2. Replace the batteries

3. Hand the unit to your dealer or directly
to Cardioline.

Noise and artefacts on
ECG signal

Electrode — skin contact is not
optimal

1.Ensure all electrodes

are properly attached to the patient and to
the cable

2.Ensure the electrodes have not

expired.

The device connected to
the PCis not detected
and the display does not
switch on

The device is off.

Press the central button to switch the
device on.

The device (on)
connected to the PC is not
detected

The battery is exhausted

Remove the battery and repeat the
operation

The device (on)
connected to the PCiis
detected but the memory
is not accessible

1. Internal memory is corrupted
2. Internal memory is damaged

1. Try formatting the PC memory (select
filesystem FAT32)

2. Hand the unit to your dealer or directly
to Cardioline.

The device does not
respond to HIRES
programming
(webuploader)

The Hires configuration is not
supported by the device and is
converted into 7dd/250Hz

Do not use webuploader if you wish to
capture a high resolution trace (500 or
1000 Hz)
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ECG leads

Patient Cable

CMRR

DCinput impedance
A/D converter
Resolution

Dynamic range

Sampling rate for signal analysis and
storage

Bandwidth

Signal resolution for analysis and
storage

Front-end performance

Pacemaker detection

Defibrillation protection

Patient cable recognition
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Up to 12 leads

5-wire cable — 3 single-pole channels

7-wire cable — 3 double-pole channels

10-wire cable (Walk400h only) — 8 channels/12 leads (standard ECG
assembly)

>85 dB

> 60MOhm

24 bit, 96000 samples/second/channel
<1 uV/LSB

+/- 400 mV

User selected: 250 — 500 -— 1000 (Walk400h only)
samples/second/channel

0.67 - 300 Hz (bandwidth at 1000 samples/second)

NOTE: cf. Paul Kligfield et al, Recommendations for the Standardization
and Interpretation of the Electrocardiogram Part |, Circulation.
2007;115:1306-1324: “To reduce artifactual distortion of the ST
segment, the 1990 AHA document recommended that the low-
frequency cutoff be 0.05 Hz for routine filters but that this requirement
could be relaxed to 0.67 Hz or below for linear digital filters with zero
phase distortion. The ANSI/AAMI recommendations of 1991, affirmed in
2001, endorsed these relaxed limits for low-frequency cutoff for
standard 12-lead ECGs, subject to maximum allowable errors for
individual determinants of overall input signal reproduction. These
standards continue to be recommended”.

2.5uV

ANSI/AAMI IEC 60601-2-47

Hardware detection coupled with digital convolution filter
Compliant with 60601-2-47 201.12.4.4.109

Not present

Automatic identification of patient cable used

CA

RDIOLINE



Walk400h/Clickholter
10. TECHNICAL SPECIFICATIONS

Lead-fail detection

Maximum recording duration

Patient’s activity recording

Internal memory

Data transfer
Compatible devices

Power supply

Battery life

Display

Buttons

LED

Buzzer
Voice recorder
Event marker

Configurable settings

Patient data

Dimensions

42

Independent for all leads

500/1000 samples/second/channel: 48 hours
250 samples/second/channel: up to 7 days

Regardless of number of channels
Indication of patient’s activity: walking, running, stopping.

16 GB SD card
Capacity equal to at least 100 recordings 3-channels, 24 hours at 250
s/s

USB 2.0
Cardioline cubeholter, webuploader

1 standard AA battery:
= Alkaline

= Lithium (compliant with IEC 80086-4)

Alkaline battery (~2500 mAh):
=  More than 48 hr recording

Lithium battery (3000mAh, 1.5V):
= 7 days recording

TFT 2.2” colour display displaying 6 traces
Resolution: 240 x 320

1 multifunction button (4 direction buttons + 1 central button)

Green battery status indication LED
Blue device status indication LED

A buzzer to signal errors
Voice recorder for any comments while preparing the patient
Enter events by means of the central button

Recording type: 250-500-1000 (Walk400h only) Hz
Maximum recording duration: 24hrs, 48hrs, 7 dd
Dates and time

Language

ID

Name
Surname
Date of birth
Gender

50 x50 x 8 mm
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Weight 100 g with battery (80 g without battery)

Protection against accidental ingress Device: IP 4x — Walk400h waterproof case : IP x2
of water or substances

Packaging 15x21x5 cm, 1 Kg

10.1. Harmonised standards applied

EN ISO 15223-1 Medical devices - Symbols to use in labels of the medical device, in
the labelling and in the information which must be supplied - Part 1:
General requirements

EN 1041 Information supplied by the manufacturer of medical devices

EN ISO 13485 Medical devices - Quality management systems - Requirements for
regulatory purposes

EN ISO 14971 Medical devices - Application of risk management to medical devices

EN 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety
and essential performance

EN 60601-1-2 Medical electrical equipment - Part 1: General requirements for

basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

EN 60601-1-6 Medical electrical equipment - Part 1: General safety requirements -
Collateral Standard: Usability

EN 60601-1-11 Medical electrical equipment General requirements for basic safety
and essential performance -- Collateral standard: Requirements for
medical electrical equipment and medical electrical systems used in
the home healthcare environment

EN 60601-2-47 Medical electrical equipment - Part 2-47: Particular requirements for the
safety, including essential performance, of ambulatory electrocardiographic
systems

EN 62304 Medical device software - Software life cycle processes

EN 62366 Medical devices - Application of usability engineering to medical
devices
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10.2. Accessories

63050099 |[EC 5-wire patient cable
63050100 I[EC 7-wire patient cable
63050101 I[EC 10-wire patient cable
63090306 USB connection cable
VL-00-S Disposable button electrodes, 25 pcs
9983015 Disposable button electrodes, 50 pcs
SGF0O3642 Disposable button electrodes, 100 pcs (only for Telemedicine)
65090069 Bag for Walk400h / Clickholter
66030038C Disposable button electrode, 25 pcs
63090732 Walk400h waterproof case (waterproof pouch IPX2)
P-00-S Pediatric disposable button electrode, 50 pcs.
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Cardioline SpA guarantees this equipment to be free of defects in material and workmanship for 24 months
from date of purchase of the device and for 3 months for spare parts and accessories. The date of purchase
shall be proven by a document, issued upon delivery, which shall be submitted in the case of any claim under
the warranty.

The warranty provides for free-of-charge repairing or replacement of the equipment parts with manufacturing
or material defects. The possible replacement of the equipment is at the manufacturer's discretion. Extended
warranty after repairing is not available.

This warranty does not cover defects resulting from:

= tampering, third party negligence, including servicing or maintenance by unauthorised personnel;

= failure to comply with the usage instructions, improper use or use of the equipment different than
that for which it was intended;

= improper operation of the power supplies;

= damage caused by fires, explosions or natural disasters;

= use of non-original consumable parts;

= transportation carried out without any precautionary measures;

= use of software programs not associated with the primary function of the machine;

= other circumstances not attributable to manufacturing defects.

Unless otherwise specified, the removable parts, the accessories and the parts which are subject to normal
wear are excluded under the warranty; for example: patient cables, batteries, connection cables, electrodes,
glass parts, computer supports, ink cartridges, etc.

Cardioline Spa declines all liability for any damage which may be caused, directly or indirectly, to persons or
property as a consequence of non-compliance with all the prescriptions specified in the manual, especially
warnings regarding installation, safety, use and maintenance of the equipment, as well as non-operation of
the equipment.

In the event of repair and/or replacement of the equipment or its spare parts, take the equipment to the
nearest Cardioline Spa authorised service centre or send it to Cardioline S.p.A. Material and labour are free of
charge whereas transport risks and costs shall be borne by the customer.

After 24 months from the date of purchase of the equipment and 3 months from the date of purchase of the
accessories and spare parts, the warranty becomes void and service will be provided charging for the parts
replaced and labour costs according to the current rates.

Any derogation from the present warranty conditions shall be valid only if expressly approved by Cardioline
SpA.

45

CARDIOLINE



Walk400h/Clickholter
12. DISPOSAL

12. DISPOSAL

Pursuant to Italian Legislative Decree no. 49 dated 14 March 2014 "Implementation of Directive 2012/19/EU
on Waste Electrical and Electronic Equipment (WEEE)", the crossed-out "wheeled bin" symbol on the medical
device indicates that, at the end of its service life, the product must be collected separately from other waste.
Therefore, when disposing of the product at the end of its service life, the user is required to contact the
supplier or the manufacturer.

Suitable differentiated collection to allow for the subsequent recycling of the decommissioned device, with
environmentally-compatible treatment and disposal, helps to prevent any negative effects on the
environment and health and to promote the recycling of the materials from which the device is made.

The illegal disposal of the product by the user entails the application of administrative sanctions envisioned by
Italian Legislative Decree no. 22/1997 (Article 50 and subsequent of Italian Legislative Decree no. 22/1997).
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1. OBLLAA MUHOOPMALINA

1. ObBWAA UHOPOPMALMUA

HacTosllee pyKOBOACTBO ABASETCA HEOTbEM/IEMOM YacCTblo YCTPOMCTBA M BCeraa JAO/MKHO ObiTb B
PacrnopsKeHun crneumanmcTa WAM NoAb30BaTeNd B KayecTBe CNpPaBOYHOM AoKymMeHTauuu. Crporoe
cnefoBaHWe COAEPXKaLEencs B HACTOALLEM PYKOBOACTBE MHPOPMALIMKN ABASETCA OCHOBHbIM YC/10BMEM A4
NPaBUIbLHON U HAZEXHOM aKcnyaTaumm npmbopa.

YbeamtenbHO MNPOCKMM  MOJb30BaTeNs  TMOJIHOCTbIO MPOYeCTb PYKOBOACTBO, MOCKO/IbKY MHOrMe u3
COAEpPIKaALLMXCA B HEM CBEAEHWUN NPUBOAATCA OAHOKPATHO.

1.1. Ba)kHaa pgononHutenbHaa MHPopmauua

HacTosAulee pyKOBOACTBO COCTaBNEHO C MaKCMMalbHOM TLLATENbHOCTbLO. [pK 0BHapPYKEHWM PACXOXKAEHWN B
COAEPKAHMM HACTOALLETO PYKOBOACTBA, MPOCMM COODLINTL 00 3TUX PACXOXKAEHUAX B MPeAcTaBUTENbCTBO
KomnaHum Cardioline S.p.A. B Ballem pervoHe, KOTOpPOe B KpaTyalline CPoKM no3aboTtutca 06 ux
ncnpaBaeHun.

Cop,epmau.l,aﬂcr-l B HactoAwem pykoBOACTBE l/lHd)OpMaLI,MFl MOKeT bbITb M3meHeHa 6e3 npeaBapmnTenbHOro
yBeaOMNEHNA.
Bce nsmeHeHMA BHOCATCA C CO6/'IFO,£I,€HI/I€M CTaHOdapTOB B obnactu npomnssoAcTBa MeaNUMNHCKNX M3,£I,€J'Il/ll‘/l1.

Bce ynomaAHyTble B HacTOALWEM AOKYMEHTEe TOBAapHbIe 3HAKW ABAAKOTCA COBCTBEHHOCTLIO COOTBETCTBYHOLWMX
B/lafenbleB. Bce npasa 3awmeHbl 3aKOHOM.

3ar|peu.|,aeTc>'-| nepeneYvyaTtbiBaTb, nepeBoanTb WM BOCMNPOU3BOANTb KaKy}O-/'IVI60 4acCTb HaCToALWlEero
pyKOBOACTBA 6e3 NMCbMEHHOr0 pa3pelweHna N3rotoBnTenA.
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2.

MHO®OPMALMUA NO TEXHUKE BE3SONMACHOCTU

Komnanua Cardioline S.p.A. HeceT OTBETCTBEHHOCTb 3a HE30MaCHOCTb, HAAEXHOCTb M PYHKLIMOHA/NIbHOCTb
NprMOOPOB TO/IbKO B CEAYIOWMX CNYYAAX:

1.

Onepaunn no cbopke, BBOAY B 3KCM/IyaTaUMO, MUIMEHEHMIO MW PEMOHTY BbINOJIHAOTCA KOMMNAaHMEN
Cardioline S.p.A. WM YNOSIHOMOYEHHbIM €10 LLEHTPOM TEXHUYECKON NOAAEPHKKM;

Mpnbop MCcnoNb3yeTca B COOTBETCTBUM C MHCTPYKLUMAMM, NMPUBEAEHHBIMW B HACTOALLEM PYKOBOACTBE
no aKcnayaTaumm.

Mpexae 4Yem MnpUCOeAMHUTb HEe YMOMAHYTble B HACTOALWEM PYKOBOACTBE MpMOOPbI K YyKa3aHHOMY B
PYKOBO/ICTBE YCTPOMCTBY, BCcerga HeobxoauMmo o06pallaTbCA 3a KOHCy/bTaUuMen B LEHTP TexXHMYeCKoM
noaaep»ku Cardioline.

& Mepbl NPeA0CTOPOKHOCTU

B HacTosllem pyKOBOACTBE MNPUBOAMTCA BarKHaa MHOOPMaLMA MO MNPaBUAbHOM 3KCMayaTaumm
npunbopa 1 TexHnke 6esonacHocTM. HecobtogeHne onucaHHbIX paboumx npoueayp, MCnosb3oBaHme
npunbopa He No Ha3HAYeHWUIo, UTHOPMPOBAHWE NPEAOCTaBNEHHbIX YKa3aHUI U PEKOMEHAALUMA MOTyT
MOCTaBUTb MOA yrpo3y H6e30nacHOCTb OMepaTopos, NaUMEHTOB U APYrMX NPUCYTCTBYIOLWMX AuL, a
TaK»Ke NPMBECTU K NOBpexAeHMo npubopa.

BHMMaHWe: He fonycKatoTCA HMKaKMe n3MmeHeHuA 4aHHOro O60py,£I,OBaHMFI!

|_|pl/|60p CYMTbIBAE€T W BblAaeT JAaHHble, OTpa*Kakuline C])M3VN€CKO€ COCTOAHME nNauMeHTa, 3Ta
MHd)OpMaLLMFI npeagHasHavyeHa AnAa cneunaansmpoBaHHOro meanepcoHasna aaa noMoLWm B NMOCTaHOBKeE
TOYHOro AuwarHosa. B nobom cny4vyae 3T AaHHble He caedyeT WMCNoNb30BaTb B KayecTtse
€ANHCTBEHHOIO NCTOYHWNKA l/IHd)OpMaLI,MVI ANA NOCTaHOBKKM AMarHo3a.

Monb3oBaTenn, ANA KOTOPbIX MNpedHasHadeH AaHHbli Npubop, OO0MKHbI MMETb Heobxoammyto
MOAroTOBKY B 061aCTV NpoBeAeHUA MeAULMHCKMX NpoLeayp M HaBblKK MO yxoay 3a nauyeHTamM, a
TaKKe A0/KHbI ObITb 0BYyYEeHbI NMOJb30BaAHMIO AaHHbLIM Npubopom. Mepes NpumeHeHnem npnbopa B
KAMHMYECKOW NpaKTMKe onepatop [AO0/KEeH BHMMATENbHO MPOYecTb WM MOHATb COAepiKaHue
PYKOBOACTBA MO 3KCMJIyaTalmm U PYruMx Npuaaraemblx K npnbopy AOKYMEHTOB. HecooTBeTCTByOLME
3HaHMA MK NOAroToBKa ByayT noaBepratb 6osbliemy pUcky drnsnyeckon 6e3onacHoOCTM ONepaTopos,
NauMeHToB W CBUAETENEN WAM MOMyT MOBPeAMTb YCTpoMcTBO. Ecnm onepatopbl He 0b6yyeHsl
ncnonb3oBaHWio npubopa, pekomeHayem obpatntbca B LleHT noaaepkkm Cardioline man ee
YNOSIHOMOYEHHOMY ANCTPUOBLIOTOPY, YTODBbI MPONTU Kypc 0BYYEHUA UK NONAYYUTb PA3bACHEHUA MO
BO3HMKLIMM BOMPOCAM.

[ns npaBUAbHOM pPaboTbl YCTPOWMCTBA, a Takke Ana obecrnevyeHus 6e30MacHOCTM OMepaTopos,
NauMeHTOB M MOCTOPOHHMX /L, YCTPOWCTBO WM MPUHAAMNENKHOCTM AOKHbI OblTb MOAKAKOYEHD
MCKOUYUTEIbHO B COOTBETCTBMM C NOMOMKEHNAMM HACTOALLETO PYKOBOACTBA.

BesonacHocTb MaumMeHTa M onepaTopa rapaHTUPYeTCA, eCan MNPUHAANEKHOCTM, KOTOpble MOryT
BCTyNaTb B HEMNOCPEACTBEHHbIM KOHTAKT C NaUMeHTOM, COOTBETCTBYOT cTaHaapTam IEC 60601-1 n IEC
60601-2-25. Micnonb3yiTe TONbKO 3anacHble YacTu 1 akceccyapbl, MOCTaBAAEMble C YCTPONCTBOM MUK
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[OoCTynHble K noctaske B Cardioline S.p.A. Obpatutech K nyHKTy 10.2 «[llepedyeHb 0400pEHHbIX
aKceccyapoBy.

Ecnv npubop noaseprancs yaapam WAM KakOMy-MBo Apyromy mexaHW4eckomy BO3ZAEeNCTBUMIO,
HeobxoAMMO NPOTECTMPOBATL €0 B LIEHTpe TexHmnyeckol noaaepkn CARDIOLINE®.

Kopnyc ycTponctea knaccuduumpyetcs Kak «lpumeHeHHan Yactb Tvna CF» B cooTBeTCTBUM C nap. 4.6
IEC 60601-1. MpnmeHMMble YacTu — Kabeib NauMeHTa U 3N1EeKTPOAbI.

TokonpoBogdawmMe 4YactM Kabena nauMeHTa, 3/1EKTPOAbl M CBA3aHHbIE C HUMKU COEAMHEHMA
YCTaHOB/IEHHbIX Ha NauueHTe Yactel Tuna CF, BKAtoYas HEMTPaibHbIM NPOBOAHWK Kabena naumeHTa un
3/IeKTPOA, He [JOJ/IKHbl KOHTAaKTMPOBATb C APYrMMM TOKOMPOBOAALIMMWM 4YaCTAMMW, BKOYas
3a3eM/ieHne.

YCTPOWCTBO HE MMEEeT crnelpanbHOi 3alWmTbl OT paspaga aedubpuanatopa. CregosatenbHoO, ecan
HeobX0AMMO MCMO/b30BaTb AePUOPUNNATOP, YCTPOMCTBO AOMKHO ObiTb OTKAOYEHO OT MaLMEHT],
Hanpumep, NyTem yaaneHus kabena naumeHTa ¢ 31eKTpoAoB nepes Aedubpunnaument.

HacTosAwmi npnbop paspaboTaH UCKAOUYUTEIBHO ANA MCNOMb30BAHNUA C 3NEKTPOAAMM, YKa3aHHbIMM
B HacToALLEM pyKoBoACTBE. HEOHXOAMMO CTPOrO BbINOAHUTL NPaBUAbHbIE KAMHUYECKME NpoLeaypsbl
NS NOATOTOBKM MeCTa YCTaHOBKM 3/1eKTPOA0B M HabaloAaTh 33 BO3SMOXKHOW HEeraTMBHOW peakumen
Ha KOMe MauueHTa, HanpuMmep, YpesMepHoe pasaparkeHue, BOCMaseHue M npodee. DNeKTPoAb
npeaHasHaveHbl 419 UCNONb30BaHMA B TEYEHME KOPOTKOrO BPEMEHM, MO 3aBepLIeHMM 0b6CNea0BaHMS
UX cneayeT HesameanUTenbHO CcHATb. Obpatutech K nyHKTy 10.2 «[lepedyeHb 040OPEHHbIX
aKceccyapoBsy.,

dnektpodpl Ana KM MOryT cnpoBOUMPOBaTb pasgpaxkeHue KOXKM; HeEODXOAMMO OCMOTPETb KOMKY
naumMeHTa Ha NpeaMeT BO3MOXHbIX NMPU3HAKOB PasaparkeHns Uam BocnaneHus.

Bo wu3bexkaHMe BO3MOXHbIX WHPEKUMA CcneayeT WCNo/b30BaTb O/IHOPA30Bble  KOMMOHEHTHI
(Hanpumep, 04HOPaA30BbIE SNEKTPO/bI) CTPOro TONIbKO OAMH pa3. [na noanepskaHuna 6e3onacHocTy u
3bdEKTMBHOCTM MCNOb30BAHMA HENb3A MCMNO/Ib30BaTb O4HOPA30BbIE 3/1EKTPOAbI C UCTEKLLIMM CPOKOM
rogHoCTU.

KayecTBO perncTpupyemoro CUrHasa MOMKET MEHATbCA MPW MCMOSb30BAHWUM B HEMOCPe/CTBEHHOM
6/M30CTM  APYIUX MeAUUMHCKUX MPUMOOPOB, TakuMX Kak AedbubpuanaTopbl U yAbTPasByKoOBOE
obopyaoBaHme.

YCTPOMCTBO NpeZlHasHaYeHO A8  HAPYKHOrO MNPUMEHEHMA W He nNpefHa3sHayeHo Aad
HenocpeACTBEHHOrO NPUMEHEHUS Ha cepaLe.

3anpeLaeTcs UCNoNb30BaTh NPUHBOP BO BPEMA NPAMOro BMELLATEbCTBa B CEPAEUHYI0 GYHKLMIO.

He wucnonb3oBatb npubop B HenocpeacTBEHHOM 6OAM30CTM  OT  /1IEerKOBOCMAAMEHSOLWMXCA
aHecTesumpytoLmx cpeacTts. CyLLecTByeT BO3MOKHOCTb BOCM/IAMEHEHUSA MM ONAaCHOCTb B3PbIBa.

Mcnonb3oBaHne npubopa OAHOBPEMEHHO C APYTMMW YCTPOMCTBAMM, TaKMMKU Kak, Hanpumep,
KapaMOCTUMYNATOP WAN ApYrMe CTUMYAATOPbI He CTaBMT NoA yrpo3y 6e30macHOCTb; TeM He MeHee,
MOTYT BO3HUKHYTb MOMEXW 414 CUrHana.

YCTPOMCTBO He npeaHasHayeHo [/1A MCMNOAb30BaHMA B COYETAHMM C BbICOKOYACTOTHbIM (BY)
XMPYypruyeckum obopyaoBaHMemM (Hanpumep, 37EKTPOHOKOM) M He OCHALLeHO CUCTEMaMM As
3alUMTbI NAUMEHTa OT COOTBETCTBYIOLLMX PUCKOB.
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Ha paboty npubopa MOMXKeT BAMATb HaJMuYMe CUJbHbLIX MarHWTHbBIX TMOJIe, TaKWUX Kak Moss,
reHepupyemble 060pya0BaHMEM A8 SNEKTPOXMPYPrUM.

He pekomeHayeTca MCMo/b30BaTb NPMOOP MPM HaM4MKM B TOM e MOoMelleHnn obopyaoBaHus
[MarHOCTMYECKON BU3yanu3aLMmM, Hanpumep, TaKoro Kak MarHMTHO-pe30HaHCHbIM Tomorpad (MPT)
MM OCeBOM KoMMbtoTepPHbIM Tomorpad (KT).

Mcnonb3yinte TONbKO peKOMeHAO0BaHHbIe BaTapeun nuTaHMA. Mcnonb3losaHme Apyrux TMNos batapei
MOMET MPUBECTM K MOBPEXKAEHNIO NPNHOPa, NOXKapy WUAN B3PbIBY.

MNpenynpexaeHne O HM3KOM 3apade OaTapen npefHasHaYeHO TOAbKO AN PEKOMEHAyeMbIX
npounssoauTenem batapei. Micnonb3oBaHMe APyrnx TUNOB BaTapel MOXKeT NPUBECTU K OTCYTCTBUIO
NHAMKaUMKM, NpuBoaalen K c6oto NpaBnabHOM PaboTbl YCTPONCTBA.

Kopnyc npubopa He 3aliMuieH OT TMNPOHWKHOBEHWA BHYTPb KMAKOCTEM (He sABnAeTcs
BOAOHENPOHMLAEMbIM). B ciydae nonafaHua KMAKOCTM Ha Npubop WAM BHYTPb Hero cineayet
HemeA/IeHHO BbICYLWNTb M MPOTECTMPOBATL B LIEHTpe TexHndeckon noaaepxkn CARDIOLINE®.

Hu B Koem ciydae He NPoM3BOANTb OYMCTKY NPUbOopa UK Kabenel naumeHTa, NorpyKana Ux B XKuakme
MOlOLLLME CpeacTBa AN YKNaAbIBAA MX B aBTOKAB, a TaKKe He/1b3A O4MLLATb MX MAapPOM, MOCKO/IbKY 3TO
MOXET NPMBECTM K NOBPEHKAESHUAM NPUBOPa 1/UAM KOMMNEKTYIOLWMX, AN COKPATUTb CPOK UX CAYMKObI.
Mcnonb3oBaHMe He npefaHasHaydeHHbIX AaAa  3TOro  MOMLMX/Ae3MHOUUMPYIOWMX  CPeAaCTs,
HecoboaeHMe NPeanmcbiBaeMblx MPoLeayp UM KOHTAKT C HeNoAXOAALWMMM MaTepUanamm MoryT
MOCTaBUTb Mo, yrpo3y 6e30nacHOCTb NO/b30BaTeNEN, NALMEHTOB M APYTMX NPUCYTCTBYHOLLMX /KL, @
TaKKe NPMBECTM K NospeKaeHuto npubopa. He ctepnansosaTb Npnbop nam kabenb naumeHTa rasom
Okcuaa dtuneHa. MHCTPYKUMKM NO NPaBUAbHOM OYNCTKE M Ae3nHeKUnn npnuseaeHsl B pasgene 9.

He ocTasnaiTe kabenb naumeHTa 6€3 NPUCMOTPA, CU PAJOM NPUCYTCTBYIOT AETH, TaK Kak OHU MOTyT
Cy4anHo cebs 3aayLWnTb.

He octaBnsiTe anekTpoabl 6e3 NpucMmoTpa B MPUCYTCTBUM AETEN, TaK KaK OHW MOTYT BbI3BaTb yAyllbe
npv CAy4aiHOM NPOrAaTbiBaHUM.

yCTpOVICTBO HE npeaHa3Ha4dYeHO ANA MCNOoJ1Ib30BaHMA B YC/I0BUAX NOBbLILIEHHOM BAaXKHOCTU. He
HO,D,BepFaVITe YCTpOl)lICTBO BO3,£I,€IZCTBVHO SKCTPpEMaAJIbHbIX Temnepatyp M He OCTaBAANTE ero B
3aMblIEHHbLIX MeCTax.

YCTPOWCTBO pa3paboTaHo TakMm 0H6Pasom, YUTO MOMKET BbiTb NMOAKMOYEHO K MK, TO/IbKO €C/IM OHO yXe
661710 OTCOEAMHEHO OT NauUmeHTa.

lcnonb3oBaHMe 3alUMTHOrO Yexsna Asafetca obA3aTeslbHbiM, OCODEHHO ec/iM OTHOCUTE/NbHAas
BNIAXKHOCTb OKPYatollel cpedpl coctasaseT meHee 50% (cyxas cpepda), 3To HeobxoAMmo Ans
npeaoTepalleHna 0bpasoBaHMs 3NEKTPOCTaTUYECKMX 3aPAA0B.

YCTPOIMCTBO MOYKHO MCMO/1b30BaTb C BoAgoHeNpoHuuaemon cymkoin Walk400h, ykazaHHon B nap. 10,2.
CyMKM He npeaHasHayeHbl A8 HenocpeAcTBEHHOrO KOHTAKTa C Te/I0M, MO3TOMY PeKOMeHAyeTcs
HaZeBaTb UX Ha oAexay (Hanpumep, pybaLlky).

BHUMaHMe!

Kopnyc npubopa u Kabenb naumeHTa A0/KHbI ObiTb OUYMLLEHbI NEpes, KaKablIM MCMNOb30BaHUEM.
Mepen, KaAblIM MCMOb30BAaHMEM MPOBEPbTE COEAMHEHMA Ha HaAM4YMe TMOBPEXAEHUI WU
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ypesmepHbIn M3HOC. 3ameHnTe Kabesib NaumMeHTa, ecim OH MMeeT Kakoe-mbo noBpeskaeHne nam
YypesmepHO M3HOLLEH.

3anpewaeTca TAHYTb UM pacTArMBaTb Kabenun naumeHTa BO M3DEKaHME INEKTPUYECKUX NMOPAKEHMUM
N/MAN MexaHUYecKMx nospexaeHuit. Mcnonb3osaHHble Kabenu naumeHTa ciedyeT CMaTbiBaTb B
KO/IbLUO M KNacTb Ha MecTo.

dneKkTpoadpbl M Kabesnb nauMeHTa MOryT OTCOeAMHUTLCA MAWM Pa3fennTbCA BO BPeEMs MpoBeaeHUA
nccnefoBaHWA, BAMAA Ha KavyecTBO CUrHana. HeobxoAMMO MPOMHCTPYKTMPOBATb MauUMeHTa O
[eNCTBUAX, KOTOPbIe A0/KHbI ObITb BbINOAHEHBI MM B 3TOM C/lyYae.

B npmnbope HeT yacTen, KOToPbIe MOJIb30BaTE/lb MOT Dbl OTPEMOHTMPOBATL CAMOCTOATE/NILHO. TOJIbKO
KBAaMPULMPOBAHHBIN MNepcoHan cay»Kbbl TexHudeckon noaaepxku CARDIOLINE ynosHomoueH
PEMOHTMPOBATb AaHHbIKM Npubop. HencnpasHble NPMBOPLI MAKM NPUBOPLI, B NPaBMUILHOCTU PaboThbl
KOTOPbIX BO3HWKAKT COMHEHWUs, HeobXoAMMO HeMea/IeHHO MPeKpPaTUTb WUCMo/b30BaTh W
NpoOBEePUTL/OTPEMOHTMPOBATb, MNPUBAEKAA ANAA 3TOr0 KBAaAMPUUMPOBAHHLIA MNEPCOoHan CAybbl
TexHm4eckon noaaepkn CARDIOLINE, nperkae 4em CHOBa NoJ1b30BaTbCA UMW,

Mpubop He TpebyeT HMKAKOM KanAMOPOBKM MAM 0COBOro WMHCTPYMEHTapUs 448 MpPaBMIbHOM
aKCMAyaTaUMmM U NepUoaMYECcKOro TeXobCayKMBaHMA,

Koraa BO3HMKaeT HeobXoAMMOCTb YTMAM3MPOBaTb Npubop, ero AeTanauv W KOMMAEKTyoLMe
(Hanpumep, aKkkymynaTop, Kabenu, 3NeKTpoAdbl) W/MAW YNaKOBOYHbLIA MaTepuan, HeobXxoanmo
NPUAEPKMBATLCA MECTHBIX HOPM MO YTUAN3ALIMM OTXOA0B.

B ycTpoWcTBe MCnonb3yloTca CTaHAapTHble 6aTapen Tvna AA, KOTopble A0/KHbI ObiTb 3aMeHeHbI
nosnb3oBatesiem. MNepea OTKPbITUEM NaHen W BaTapelMHoro oTceka oTcoeauHUTE Kabeb naupeHTa oT
3anMCbIBatOLLErO YCTPOMCTBA, OCTABMB 3/1€KTPOAbI NOAKAOUEHHBIMU K NaUMEHTY.

X0poLo M3BECTHO, YTO HaTapen UMEetoT CBOMCTBO YTEYKM, KOrAa OHM BCTaB/eHbl B YCTPOMCTBO, HO
YCTPOMCTBO He Mcrosb3ayeTcsa. ECM yCTPOMCTBO HE MCMOb3YeTCA B TeYeHMe AJUTENbHOTO BPEMEHM,
N3BNEKUTE U3 HErO BaTapenkm.

MpY HaMYMM OCOBEHHO LLIYMHOTO CUrHaa YCTPOMCTBO MOMKET OTKIHOUMTb OBHAPYKEeHWe MMMYbCOB
KapaMoCTMMYAATOPa.

MpnmevaHmn
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[BWXKEHMs naumeHTa MOryT TeHepupoBaTb YPE3MEepHbI WyM W BAMATb Ha KayecTBO CWUrHana M
NpaBW/bHbIN aHaAN3 NPUMHBOPOM NoaydYaemblx AaHHbIX KT,

Hagnexallaa noaroToBKa NaLMeHTa BaxKHa 414 TOro, 4Tobbl rapaHTMPOBaTb NPaBU/IbHOE HANOKEHWe
anekTpoaos KM 1 NpaBUAbHYHO paboTy yYCTPOMCTBA.

Ecnv oaHOBpPEMEHHO C AaHHbIM MpPUBOPOM Ucronb3yeTca Apyroe obopyaoBaHWe, Hanpumep
KapAMOCTUMYIATOPbl  WMAW  APYyrMe  CTUMYIATOPbI, OMacHOCTb AAd 6e30nacHoCTM  naumeHTa
MafloBEPOATHA, OAHAKO MOTYT BO3HMKaTb nomexm KT curHana.

Ecnn 3N1EKTPOAbI HEMPABW/IbHO Ha/10XKeHbl Ha NaUMeHTa Uan oAnH, N1 HECKOJIBKO NPOBOA0B Kabens
NnauneHTa noBpexaeHbl, Ha gncnjaee noABUTCA COO6LLI,€HI/I€ 06 OTCOoOEAMHEHWNM INEKTPOAA.

Kak onpepeneHo craHgaptamm 6e3onacHoctn |EC 60601-1 mn IEC 60601-2-47, ycTpoicTBa
Knaccuounumpyotea cnefyolimm obpasom:

— O6opynosaHue ¢ penTuHrom 3awuTsl [P (ME - BHYTPEHHWN MCTOYHUK NUTAHKA);
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—  [pumeHaemble yactm Tmna CF;
—  ObbluHOe obopyaoBaHMe;
— He noaxoauT Ana NpUMeEHeHMA B NPUCYTCTBUM NETKOBOCM/TAMEHAIOLIMXCA aHECTETUKOB,
—  [MpoaonxutenbHasa paboTa.
=  TOYHOCTb CMTHANO0B, 3aMMCaHHbIX NPMBOPOM, COOTBETCTBYET cTaHaapTy IEC 60601-2-47.

=  Walk400h  moskeT  3anucbiBaTb  MHOOPMALMIO O  [AEATENbHOCTM  MMMI@HTMPOBAHHOMO
KapAMOCTMMYNATOPA, HO He BCeraa pacrno3HaeT NUKK Huke 1 mc.

= JlaHHOE YCTPOMCTBO OTHOCUTCA K Knaccy |la B cooTBeTCTBMM ¢ AMpekTusoi 93/42/EEC.

= Device YCTPOWMCTBO MMEET CTeNeHb 3alluTbl OT NPOHMKHOBEHWUA TBEPAbIX YaCTUL, U MPOHUKHOBEHMSA
BOAbl, pasHyto IP 4x. MosTomy OH 3aliulieH OT TBepAblXx Ten Anametpom 6onee 2,5 mm.
BoaoHenpoHunuaemblin yexon Walk400h (cm. M. 10.2) nmeeT cTeneHb 3alluTbl OT MNPOHUKHOBEHMUA
TBEPAbIX YacTUL, M NPOHUKHOBEHMA BOAbl, PaBHYHO IP X2, NO3TOMYy OH 3allMLIaeT YCTPOMCTBO OT
NagatolimMx Kanenb BOAbl C MaKCUMabHbIM HakAoHOM 15 ° npu MCNONb30BaHWUM C CaMUM
ycTponcTeom. Bes somoHenpoHuuaemoro kopnyca Walk400h ycTpoicTBO He MMeeT 3almTbl OT

NMPOHNMKHOBEHMUA )KVIAKOCTGVL

=  Waterproof BogoHenpoHuuaemsit yexon Walk400h HeobxoamMm A58 MCNONB30BAHMA B AOMALIHUX
YCNOBUSAX.

= Cpok cayxbbl npubopa cocTasnfeT He meHee 5 ner.

= Bo um3bexkaHue NoBPEeXKAEHUA YCTPOMCTBA MPW TPAHCMOPTUPOBKE WM XPaHEHUU (B OpPUTMHANbHOWM
ynakoBKe) coboaiTe caeaytolme YCA0BMUA OKPYsKatoLel cpeapi:

TemnepaTypa oKpy»KatoLLeit -252C+702C
CPEObI wevvvvvvverreeeeeenernnereneeeennennnnnnes

OTHOCHTENbHAA BAAXKHOCTD .......... 5% + 95%
ATMmochepHoe faBneHMeE .............. 500 +1060 mbap

. yCTpOMCTBO npegHasHa4yeHo AaAa UCNo/1b30BaHMA B 6OJ'Ile/ILI|aX AN KabuHeTax Bpaqelﬁ n OO01XKHO
MCNob30BaTbCA cheayrouine ycnoBsmA OKDY)-KaFOLLI,EM cpeapbl:

Temnepatypa oKpy»KatoLei 50C+402C

CPEODI wevvvvvvvvvenrenneeeeenneneeneereennnnnnns

OTHOCUTENbHAA BNAXHOCTD .......... 50% + 95% - 6e3 cymKM
15% + 95% - c cymkoM

ATMochepHOe AaBNeHue .............. 500 +1060 mbap

MPUMEYAHUE: Vicnone3o08aHUE 3aUUMHO20 Yexsid HeobxoOumo, eCcsu OMmMHOCUMEsIbHAs B8/1aHHOCMb
oKkpyxarouwel cpedsl Huxe 50% (cyxaa okrpyxcarowas cpeda) 0n9 npedomsepauieHus o06pazosaHus
3/1eKMpPOCMamu4ecKux 3apaoos.
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2.1.

PekomeHpauum ana naymeHTa BO Bpemsa Tecta

YcTpoicTeo 66110 paspabotaHo ana pernctpaumm IKI (no XonTtepy) B ambynaTopHbIX YCA0BUA, 0ObIYHO B
TeueHue 24 unm 48 yacos. Mopaenn Clickholter 7 days n Walk400h cnocobHbl BbINONHATbL HECKO/IbKO 3amnmncel
B 0OLLEN CNOXKHOCTM A0 7 AHEWN.

KAnHMYecKan npakTiKa TpebyeT oT naumeHTa, YTobbl OH HOCKMA NPMOOP KaK BHYTPM, Tak U/Uau 3a npeaenamm
O0/IbHNLLbI, B MOMELLEHMAX, @ TaKXKe Ha OTKPLITOM BO3ayxe. [103ToOMy 0CODEHHO BaXKHO, YTOObI MaUMEeHT Obi
[0CTaTOYHO NPOMHCTPYKTMPOBaH 06 onepaumax, KOTopble eMy pa3pelleHo BbINOAHATb, U CBA3AHHbIX C 3TUM

PUCKaX.

B yacTHoCTK, NaumMeHTy HeobX0AMMO OO BACHUTL CAeaytolMe NpeaynpexaAeHUs:

YCTPOWCTBO A0KHO ObITb HAAETO Ha BPEMA UCTIbITAHNA;
Ec/iM yCTPOMCTBO MCNO/b3YEeTCA BHYTPW CYMKM, €0 Helb3A M3B/eYb;

YCTPOMCTBO He 3aWplieHO OT MOoMafaHuA KMAOKOCTEN, eCliM OHO He WCMOAb3yeTcas BHYTPU
BOAOHENPOHMLL@eMoro 3aluTHoro naketa Walk400h (cm. Map. 10.), N03TOMY OHO HUKOTAA He A0KHO
ObITb BNAXKHbIM;

YCTPOWCTBO M34@ET 3BYK, CUTHaAAM3MPYOWMIM 0O onpedeneHHbIXx CODbITUAX, TakMX KaKk paspAag,
HaTapew, B 3TMX CayYanx obpaTUTeCh K Bpady UM K ONepaTopy 3a MHCTPYKLUMAMMY;

Ecnv kabenb nauMeHTa CAy4alHO OTCOeAMHEH, obpaTuTechb K Bpadyy WAM K onepaTopy 3a
NHCTPYKUMAMM;

Could yCTpOVICTBO MOMeET BbITb noBpexaeHo B C/ydae yaapa nam nageHnAa, 4to MOXKET NMOBINATb Ha
€ro npasujbHoOE dDYHKLI,VIOHl/IpOBaHVIe M 3aBeplieHne 3an1iaHMpPoOBaHHOIO NCMbITaHUA;

CoobuimTe NaumeHTy, YTo Kabenn 1 aNeKTPOAbl CleAyeT XPaHWUTb B HEAOCTYNHOM A5 AeTel MecTe 13-
3a pUCKa yayllba U yayLeHus.

MPUMEYAHUE: ecnu ycmpolcmso ucnonsdyemcs 8 coomeemcmsuu ¢ OGHHbIM PyKoBoOCMBOM U O71A
Kax0020 Uccnedo8aHuUsA UCNO/Ib3yemcsa HOB8aA NoOxod0Au,aa bamaped, nayueHmy He HYHHO 3aMeHAMb
bamapeto, NOCKOsbKY ee NPodoaHUMeIbHOCMb coomaemcmayem nNpoodoaXUMenbHoCmu mecma.
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3. 3NEKTPOMATHUTHAA COBMECTUMOCTb (3MC)

Mpnbop TpebyeT cneumanbHbix Mep NPeaoCTOPOKHOCTM OTHOCUTE/TIbHO 3/1EKTPOMArHUTHOM COBMECTUMOCTM.
Mo3TOMYy YCTPOWCTBO [O/IKHO OblTb YCTAaHOBAEHO M 3anyleHo B COOTBETCTBUWM C WMHbopmaumen o6
3/IEKTPOMArHUTHOM COBMECTUMOCTM, COAEP Kallencsa B JaHHOM PYKOBO/CTBE M0/1b30BaTe A,

MopTaTBHOE M MObUAbHOE 0H6OPYAOBaHME PAAMOCBA3N (Hanpumep, MOD. Te.) MOMKET NOBANUATbL Ha paboTy
yCTpOCTBa.

Mcnonb3oBaHne npuHaaieskHocTel, npeobpasosatenein Uam kabenen, He yKasaHHbIX B NyHKTe 10.2, MOXKeT
NPUBECTU K YBEINYEHUIO U3TYYEHUA NN CHUNKEHUIO 3aLLMLLEHHOCTM Npubopa.

& MNpeaynpexaeHus

= YCTPOWMCTBO  MpeAHasHa4YeHO  ANA  UCMO/b30BaHUA  WCKIOUYWUTENbHO  MPOdECCMOHAMbHBIM
MEeAMUMHCKMM nepcoHanom. Mpubop MoKeT co3fasaTb PAAMO3NEKTPOHHBIE MOMEXM U HAPYLIUTb
paboTy obopyaoBaHMA, HAaXOAALLErocs B HEMoCPeACTBEHHOM 6AM30CTM OT Hero. [103ToMy MOXKeT
BO3HMKHYTb HEOOXOAMMOCTb B MPUHATUM Mep MO CMAMYEHWMIO 3TUX MOCNEACTBUI, TaKMX, Kak
nepeHanpasieHne Uan nepemelleHne aHHOro YCTPOMCTBA UM 3alUMTe MOMELLEHUA.

* Icnosb30BaHMe akceccyapos M Kabesnei, He pekomeHAoBaHHbIx Cardioline, moxeT npuBectTn K
YBE/IMYEHMIO U3YYEHNA UM CHUNKEHMIO 3aLLMUTbI CUCTEMbI.

= YCTPOWMCTBO He [A0/MKHO pacrnonarateca BOHAM3M WMAM  Hag Apyrum  obopyaoBaHvem. Tpu
HeobxoaMMoCTM ybeamuTecb, 4YTO YCTPOWMCTBO paboTaeT B COOTBETCTBMM CO CTaHAAPTHbIMM
npoueaypamu.
Bo Bpems Mcnonb3oBaHWA Npubopa HeobxoamMma 31eKTPOMArHMTHaA COBMECTMMOCTb C PAZAOM CTOALLMMM
yCTpOMCTBaMM.
SNEeKTPOHHOE YCTPOMCTBO MOXET reHepupoBaTb WAWM MOAYYaTb 3INEKTPOMArHWTHble nomexu. KcnbiTaHne
371EKTPOMArHUTHOM coBmecTumocT (IMC) Obin0 NPOBEAEHO Ha 3/MEKTPOKapAMorpade B COOTBETCTBMM C
MexayHapoaHon anpekTnsoin IMC ana meamumHckoro obopyaosarua (IEC 60601-1-2). 3ToT ctaHaapT IEC
HbI1 MPUHAT B KayecTse eBponeickoro ctaHaapTa (EN 60601-1-2).

CTauMoHapHoe, NopTaTMBHoe M MobuabHoe obopyaoBaHWe ANA PaAMOYaCTOTHOW CBA3M MONKET BAWATH Ha
3alMTY MeauuMHCKoro obopyaosaHusa. Cm. nap. 3.4 Ana noayyeHus MHPoOpMaumm O pPeKkoMeHayemom
PACCTOAHUM MEXAY PaAM000b0pyA0BaHNEM U YCTPONCTBOM.

3.1. PykoBoacTBO 7] AeKnapauma npoussoautena -
INEeKTPOMArHUTHbIE U3NTyYeHUA

Mpubop npeaHasHayeH ANA MCNOSb30BAHMA B 3N1EKTPOMArHUTHOM cpeje, yKazaHHOW Huxe. Monb3oBaTenb
OO/KeH ybeanTbes, YTO YCTPOMCTBO MCMO/b3yeTCA B TaKoW cpeae.
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OMUCCUOHHbIN TECT

CootBeTcTBUE

DNeKTpOMarHUTHaA cpeaa - CNpaBoYHan

(PY) CISPR 11

N3nydeHmna rapMmoHmK

He npumeHnmo

nHpopmauma

YCTPOWCTBO MCMO/b3YET PAANOYACTOTHYHO SHEPTUIO
PaAMOYACTOTHbIE U3AYYEHMA TONBKO A/1A CBOMX BHYTPEHHUX GyHKUMIA. [ToaTomy
PU) CISPR 11 Mpynna 1 YpOBEHb €r0 PaJMOYacTOTHbIX BbIOBPOCOB OYeHb
(P4) HW3KMIA U BPAL AWM CMOXKET Bbi3BaTb MOMEXM B

OKpY*KatoLeM ero 31eKTPOHHOM 060pyA0BaHMM.
PafMo4acToOTHbIE M31yYeHUn

Knacc B

Mpnbop NpurogeH ANs UCNOAb30BaHMA B t0DbIX
NOMELLEeHNAX, BKIOYaA AOMaLlHME NMOMEeLLEHMs, a

IEC 61000-3-2 TaKKe NoOMeLLEeHMNA, HaNpPAMYO NOACOeANHEHHbIE K
0OLLECTBEHHOW CeTU 3NeKTPOCHAbKeHWA HWU3KOro

KonebaHua N
HanpAKeHNs, obecneymBatoLLen nosauvy

HanpAxeHMA/BbI6pOCH! He npumeHmmo | 21€KTPOSHEPTM B XKMJTbIe 3AaHMA.

MepLaHKa

IEC 61000-3-3

3.2. PeKomeHaauuu 7] AeKknapauua npoussoauTens

QIIEKTpOMaI'HMTHaH HesBoOCNnpUMM4nNBOCTb

Cncrema npeagHasHa4dyeHa AaAa MCcnoab30BaHMA B 3/'IeKTpOMaI'Hl/1THOlZ cpeae, YKa3aHHOM HUKe. KAneHT nam

nosb3oBaTes b NpMbopa A0/KeH ybeauTbCa, YTO YCTPOMCTBO MCMO/b3YETCA B TAKOM cpeje.

UcnbiTaHUsA Ha
HEBOCMPUUMUYNMOCTb

dneKkTpocTaTuieckmne
pa3psaabl (ESD)
IEC 61000-4-2

NPV KOHTaKTe +/- 6 KB

B BO34yxe +/- 8 KB

CootBetcTBUE

Npu KOHTaKTe +/- 6 KB

B BO3ayxe +/- 8 KB

DNIeKTPOMarHMTHaA cpeaa -

YpoBeHb
CNpaBoYHaA UHPOpMaLuA

COOTBETCTBUA

Monbl NONKHbI HbITb
[EepeBAHHbIMKU, OEeTOHHbIMM
nnn n3 Kepammyeckom
NANTKN. ECAM NOAbl NOKPbLITbI
CUHTETUYECKMM

MaTepunanom, TO
OTHOCMTENbHAA  BAAXHOCTb
LO/1KHa ObITb He meHee 30%.

[NepexoaHble

+/- 2 KB ana nuvHUM YpoBeHb 3/1eKTPUYECKOM
npoueccol/nocnenosat UTatA & P P
cet OJIKEH
e/bHOCTb BbICTPbIX He npumeHnmo A
. COOTBETCTBOBATb PEr1aMeHT
SN1EKTPUYECKINX +/ KB oA peri Y
NS KOMMEpYeckom  uam
MMAYbCOB BXO/HbIX/BbIXOAHbIX g. / p
JNIMHNI ONbHUYHOW Ccpeabl.
IEC 61000-4-4
MNepeHanpaxeHne +/- KB mexay | He npumerHnumo YpoBeHb 371EKTPUYECKOI
IEC 61000-4-5 dasamu ceTun LLOJIKEH
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+/- 2 KB mexkay dasoh COOTBETCTBOBATbL PEFIAMEHTY
(amu) 1 3a3emneHmem [N KOMMepYecKon  man
60bHNYHOW cpeabl.

<5% U~

(>95% nageHwue B Uq)
B TeyeHme 0.5
nepuoaa

40% Ut

MpoBanbl HanpAXeHua,
(60% nageHme B Ur)

KpaTKOBpeEMEHHbIe

npepbIBaHMA n|B TedeHne 5 YctponctBo  pabotaer ¢
KonebaHus nepnoaos He npumeHnmo bydepHbiMm  BaTapesmm 1
HanpAxKeHnA Ha | 70% Ut npeaHasHa4YeHo ana
BXOAHOW MMHAV | (609 napene & Ur) HenpepbIBHOI PaboTb|
nUTaHWA

B TeyeHue 25
IEC 61000-4-11 Nepuoaos

<5% Ut

(>95% naaerue 8 Ur)
B TeyeHmne 5 ¢

MarHuTHble nona npum

MarHuTHoe nosae npw 4acToTe TOKA B CETM [O/KHbI
yacToTe TOKa B CeTu UMmeTb 0BEHb

3 A/M 3 A/m _ yposert,
(50/60 Tu) COOTBETCTBYIOLWINIA  YPOBHLIO,

XapakTepHoMy  OObl4HOMY
60NbHNYHOMY MOMELLEHMIO.

MPUMEYHAHUE: Ur— amo HanpsaxeHue 8 cemu nepemeHHo20 moka 00 noda4yu mecmoso20 CU2HAA.

3.3. PekomeHAaauuu U aeKnapauma NpPousBoaUTeNs U3roToBuUTena —
JNeKTPOMarHMTHasA HeBOCNPUUMUUBOCTb

Mpubop npeaHasHayeH AnA paboTbl B HUXKEYKA3aHHOW 31eKTPOMArHUTHoM cpede. Monb3oBaTeNb A0/KEH
rapaHTMPOBaTb, YTO NPMOOP MCMOB3YETCA B TAKOW Cpeae.

YposeHb
UcnbiTaHWA Ha HCHbTaHNiA YpoBeHb JNEeKTPOMarHWTHaA cpesa - CrpaBoYHan
HEeBOCMPUUMUYNMOCTb COOTBETCTBUA nHbopmauma
IEC 60601
Mposoanmas 3Brms 3B MepeHocHble M MOBWAbHbIE YCTPOMICTBA
pajnoyacTtora Ot 150 kly po PaAMOCBA3N HE J0/KHbI NPUMEHATHCA
IEC 61000-4-6 80 Ml BONM3M  KaKkux-nnbo uactei npubopa,
15
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BK/1KO4aA Ka6enm; pekomeHayemoe
paccTtoAHMe yaaneHna pacCYMTbIBAETCA B
3aBMCMMOCTWM OT HaCTOTbl NepeaaTynKa.

PekomeHayemoe paccToaHune yaaneHus:

4= [3;-:15 ]JP

35
d_[gpm}ﬁ ot 80 My go 800
My,
d=|— /P
37 im o1 800 Mluy, a0 2.5
My,
MN3nyuaemas 3 B/m 38/m
pagno4acTtoTa Ot 80 Mly, go
[EC 61000-4-3 250y,

roe P - 3TO mMaKkcMmanbHas HOMMUHaIbHasA
BbIXOJHAA MOLLHOCTb nepeaaTyvKka, B
BaTTax (BT), COTrlacHo [aHHbIM
npoussoamTens nepeaaTtyvka, a d -
peKoOMeHIyemoe PaccTosaHWe yaaneHus B

MmeTpax (m).

Cunosble nosa CTaLMOHapPHbIX
paanonepeaaTyYnKoB, onpesenaemble
9N1eKTPOMArHUTHbIM nccnefoBaHnem

y4YaCTKa®, [JO/MKHbI DObITb HUXKE YPOBHA
COOTBETCTBMA [ANA Ka)AOro0 4acTOTHOrO
AvanasoHa’.

B6an3n obopyaoBaHMa, 0H603HAYEHHOro
cneaytoLMM CUMMBO/IOM, MOTYT BO3HWUKaTb
NomMexu:

()

MPUMEYAHUE: pu yposHe 80 My u 800 Mlu 0ns paccmosHua yoaneHusa npumeHaemcs 6osee 8bICOKUL
yacmomHsil Ouana3soH.

[IPUMEYAHUWE: [laHHbIE NO0MEHUA NPUMEHUMbI HE 80 8CEX CUMYAUUAX. PachpocmpaHeHue
3/1eKMPOMAZHUMHO20 U3/1y4eHUs 3a8ucum Om YpPOBHA NO2A0WEHUA U OMPAaMeHUas om coopyiceHud,
0b6vekmos u srdell.
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a) Cunosble Mona QGUKCMPOBAHHbBIX MepeaaTynMKoB, TakMX Kak 6a3oBble CTaHUMKW AAA pagmoTenedpoHoB
(coToBbIX/6ECnpoBOAHbIX), @ TaK¥e Ha3eMHbIX MOBWIbHBLIX M OBUTENBCKMX PaAMOCTaHUMI, CTaHLMMA
Bewaowmx Ha Yactotax AM 1 FM n TeneselwaHMa HEBO3MOXKHO TEOPETUYECKM Mpe/iCKasaTb C BbICOKOM
TOYHOCTbIO. [1N1A OUEHKU 3NEKTPOMArHUTHOIO W3JyYeHUs CTaLMOHAPHbIX paauvonepeaaTymMkos creayer
NPUHATb BO BHMMaHMe NpoBeaeHmne 31eKTPOMarHMTHOro MCcaea0BaHMaA y4acTka. Ecam ypoBeHb M3MepPEeHHbIX
CWJIOBbIX MOJIeN MECTa, rae NPUMEHAETCA YCTPOWCTBO, NPEBLILIAET BbILLEYNOMSAHYTbIN A0MYCTUMbIA YPOBEHb,
Heobxoammo Habsoaats 3a paboton npubopa. MNpu BbiaBAeHMM cboeB B paboTe, cnedyeT MPUHATb
OOMONHUTE/IbHBIE Mepbl, Hanpumep, MNOBEPHYTb YCTPOMCTBO B APYrytd CTOPOHY WAM TMOMEHATb ero
NoNIOXKeEHMe.

6) Mpwu yactoTHOM AnanasoHe 150 Kly, - 80 MI U, MHTEHCMBHOCTb NOAA A0/KHA ObITb MeHee 3 B/m.

3.4. PekomeHAayemble PaCCTOAHMA MeXAY NOPTAaTUBHbBIMU U
MobunbHbIMM cpeacTBamu paguocsasu n Walk400h / Clickholter

Mpubop npeaHasHayeH ANA NMPUMEHeHUs B cpene, TAe KOHTPOAMPYIOTCA M3/y4aemble pagmoyacToTHbIe
nomexu. onb3oBaTeNlb MOMET CnocobCcTBOBATb NPeAOTBPALLEHUIO BO3HUMKHOBEHMA 31EKTPOMArHUTHbLIX
nomex, MOAJAepP:KMBasA MUHMMANbHOE PACCTOAHWE MeN/ay NEepPeHOCHbIMM U MOBUAbHBIMK CPeaCcTBamMM
pagnoceasn (nepepatumkamu) u Clickholter, B cooTBeTCTBUM CO CAeayOLMMIU PEKOMEHAALMAMM, C YHETOM
MaKCMMaIbHOrO 3HAYEHMA BbIXOAHOM MOLLHOCTM NPMBOPOB paanocBaA3m.

HOMMWHa/IbHas MakcuMa/ibhas | PACCTOAHME yAaNeHWs B 33aBUCMMOCTH OT 4aCTOTbl NEPeAaTYnKa (m)
BEIXOAHAA MOWHOCTL Ot 150 kIl'y, go 800 Ot 800 Mly oo 2.5 OT1 800 Ml ao 2.5
nepeaatyuKa (B) My ry
d=1221F d =22 d=[L WP
Fi Ei Eq
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.17 1.17 2.33
10 3.69 3.69 7.38
100 11.67 11.67 23.33

[ns  nepenaTyMKoB, HOMWHANbHbIE  MAKCMMasbHble 3HAYEHUs KOTOPbIX He MpuBeaEeHbl  Bbille,
pPeKoMeHAyeMoe paccToaHme yaaneHms d B meTpax (M) MOXKHO OnpeaeanTs No YyPaBHEHWIO, MPUMEHAEMOMY
ON8 onpefeneHna YacToTbl Nepeaatyunka, rae P - 3To MaKcMMasbHasa BbIXOAHAA MOLLHOCTb NepeaaTyvKka B
BaTTax (BT), cornacHo AaHHbIM MPOU3BOAMTENSA NepeaaTumKa.

MPUMEYAHUE: pu yposHe 80 My u 800 Mlu 0ns paccmosHus yoaneHua npumeHaemcsa bonee 8bICOKULl
4acmomHsil duana3oH.
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MPUMEYAHUE: [laHHble NoAoXeHUA NPUMEHUMbl He 80 8cex cumyayuax. PacnpocmpaHeHue
3/1eKMPOMAZHUMHO20 U3/1y4YEeHUA 3a8UCUM OM YPOBHA NO2AOWEHUA U OMPAXeHUA O0m COoopymeHul,
0bvekmos u srdel.
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4. CUMBO/JIbl U 3TUKETKA

4.1. MepeyeHb UCNOb3yeMbiX CUMBOJ/IOB

Cumson OnucaHue

é BHMMaHMWe, HeobXoANMMO CNeoBaTb PEKOMEHAALMAM, MPUBEAEHHbIM B CONPOBOANTENbHbIX
[OKYMEeHTax — Ha 3aZiHel CTopoHe npubopa

1936 3HaK cooTBeTCTBMA CTaHaapTam Espocotosa CE

d MpoussoanTens
|REF Koa npogykra

SN CepuinHbIN Homep

LOT Homep noTa

[aTa npon3BoACTBa

. Mpunbop Trna CF

') Mprbop MOKET ObITb MCNOIB30BAH AN PErMCTPALMK AAHHbIX Y AeTel Becom meHee 10 Kr

Mpnbop c NMTaHnem oT HaTapen

GMIH
0-%’ USB noakntoveHmne
@ ObpaTuTech K pyKOBOACTBY MO 3KCMAyaTaLmMm

IP4x CreneHb 3aWuMTbl OT NoONaAaHnA TBEPAbIX YaCTuL, 1 BOAbI

ﬁ Pa3aenbHbii cOOp OTXOA08B 3N1EKTPUUECKOTO 1 31IEKTPOHHOTO 060pyA0BaHNA
|

45°C
/H/ YCN0BUS OKpY:KatOLEV cpeabl Npw aKcnayaTaumm
+10°C
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4. CMBONbI Y STUKETKA

45°C

YCN0BMS OKpysKatoLLEel cpeabl Npv TPAHCMOPTUPOBKE M XPaHEeH UK

[e)

&

YcnoBuA OTHOCUTENIbHOM B/IaY*KHOCTM

S
=S

B,

1060hPa

Ycnosus aTMochepHOoro AaBaeHuns

16}

N

XpaHUTb B CYXOM MecTe

>

/
N

|
)
I

XpaHUTb BAANM OT COTHEYHbIX NyYel

LA
7

CM. MHCTPYKUMK NONb30BaTENA

He ncnosb3oBaTb MOBTOPHO

He cone PXWUT N1aTeKCa

He conep»xut MNBX

DDV E

Walk400h
CARDIOLINE ‘
ia Linz nr. 151
38121 TRENTO - Italy
walk400h e |P4x T [E
81018030 a E il
@I XXXX XXXX E HI00H 'IQZEEJ
Clickholter
'CARDIOLINE
Via Linz nr. 151
38121 TRENTO - Italy
Clickholter P30 P oLl
81018031 a ﬂ C€
| [SN ] XXXX XXXX 0yt [v] 20%% 1936 |
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5. BBENEHMUE

5. BBEAEHUE

5.1. LUenb pykoBoactsa

3T0 pyKoBOACTBO oTHOCUTCA K ycTpolicteam Clickholter 1 Walk400h.
PYKOBOZCTBO NPeACTaBAAET COOOM MHCTPYKLMIO MO BbIMOJIHEHWNIO CAeAYIOLINX Onepauyii:

= [IpaBWAbHOE MCMO/b30BaHME YCTPOMCTBA, QYHKLMOHAbHbIX KNaBUWLL U Pa3aes10B MEHIO;
= [loAroToBKa yCTPOWCTBA K UCNob3oBaHuio. (Pasaen 6);

=  BbinonHeHue nuccnenosanus. (Pasgen 7);

= HacTpoliku pekopaepa. (Pasaen 8);

= Ob6cayKMBaHME N yCTpaHeHne HencnpasHocTen (Pasaen 9).

5.2. [nAa Koro npeaHasHa4yeHO AaHHOE PYKOBOACTBO

[aHHoe pyKOBOACTBO MNpeAHa3HauyeHo A48 NPodeccMoHaNbHbIX MEeAMUMHCKMX PaboTHMKOB. [loaTomy
npeanonaraeTcs, 4YTo OHM 001adatoT  ChneumanbHbiMKM  3HAHUAMKM O  MeAMUMHCKMX npoueaypax M
TEPMUHONOTUN, KaK TOTo TpebyeT KAMHUYEeCKan NpaKkTuKa.

5.3. WMcnonb3oBaHMe NO Ha3HAYEHUIO

YCTPOWCTBO ABNAETCA XONTEPOBCKMM PEKOPAEPOM, NpeAHasHaYeHHbIM A1A HENPEepPbIBHOM 3anmncK curHana
K. CurHan KT, 3anmncaHHbI BO BHYTPEHHIOW NamaTb Nnpnbopa MoxKeT bbiTb nepeHeceH Ha MK ana aHanusa
NPy NOMOLLM crelmanbHoro nporpammHoro obecnevenus Cardioline cubeholter.

3KT curHan 3anmcbiBaeTcs ¢ MOMOLLbIO Kabensa naumeHTa, KOTopbl MOXKET BbiTb Ha 5-, 7- nnu 10- oTBeAeHI
(tTonbko ana mogenn Walk400h). TpexkaHanbHbIi curHan KM 3anmcbiBaeTca C MOMOLLbIO 5-TW UAM 7-MK
KUNbHOTO Kabensa naumeHTa, ABeHaALATU KaHaNbHbI CUTHA 3anmncbiBaeTCs C NOMOLbto 10-KMabHOrO Kabens
(Tonbko Walk400h). 3anucaHHble aaHHble nepeHocsTca Ha MK ¢ nomollbio coeamHmTenbHoro USB-kabens.
LiBeTHOM rpaduyecknin aucnneir otobpaskaeT A0 6 KaHaNOB BO BpemMA MOATOTOBKM K MCCNenoBaHMIO. JTa
bYHKUMA NO3BONAET Bpayy NPOBEPUTb KAYeCTBO CUrHaNa Nepes Hayas oM 3anucu.

Mpubop npeaHasHayeH K MPUMEHEHUIO B  KAUHWUYECKUX YCNOBMAX: OO0NbHULAX, NOAMKAMHMKAX U
ambyNaToPHbIX yupeaeHuax Ntoboro pasmepa. OH TaKkKe NOAXOANT ANA AOMALUHErO MCNONb30BAHMA.

= [Ipunbop npeaHasHayeH A8 HenpepbiBHOM 3anncn KM — curHana;

" |_|pl/l60p He npegHasHa4dyeH 4NA MCNoJ/1Ib30BaHNA B Ka4eCTBE MOHUTOPA XU3HEHHbIX d)yHKLI,l/IlL/II nauneHTa
NI KOHTPOA KNU3HEHHbIX FIOKE]SaTe}'IEIZ;

" yCTpOI?ICTBO HE npeaHa3Ha4YeHO A4 WUCNOo/Ib30BaHMA B KayecCctBe €AMHCTBEHHOro CcpeacrtBa ANA
NMOCTAHOBKM AMNArHO3a NauneHTa,
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= [lpubop npumeHaeTca A8 ANarHOCTUKM B3POC/bIX U AeTew;

=  YCTPOWMCTBO NpeAHasHayeHo A8  WMCMNo/b30BaHMA
AEeNCTBYOWMM OT UMEHM YNOIHOMOYEHHOTO Bpaya.

BPAYOM MAM  OBYYEeHHbIM MNEpPCOHANOM,

5.4. OnucaHue yCcTpoucTBa

Ycrpoincteo Walk400h aBnseTca XONTEePOBCKUM PEKOPAEPOM, KOTOPbIM AeNaeT BO3MOMKHbLIM PerncTpaumio
IKI curHana no 3-m vam 12-Tn KaHanam B TedeHne 24 nam 48 yacos ¢ yacrtoToi 250/500/1000 obpasuos B
cekyHay nnn oo 7 aHen c yactotorn 250 06pa3LoB B cekyHAy.

Yctpoicteo Clickholter anseTca XoNTepoBCKMM PEKOPAEPOM, KOTOPbIN AeNaeT BO3MOMXKHbIM PErMcTpaLmto
SKTI curHana no 3-m KaHanam B TeyeHue 24 nnm 48 yacos ¢ Yactotor 250 06pasLoB B CEKYHAY.

YCTPOMCTBO AOCTYMHO B HECKOIbKMX KOHGUIYpaLMAX:

Clickholter ‘ Clickholter 7 days Walk400h ‘
. . 5 oTBefeHuit / 3 kKaHana
5 oTBedeHui / 3 kaHana |5 otBegeHuit / 3 kKaHana 5
KABE/Tb MALUMEHTA . . 7 oTBeAeHuWit / 3 KaHana
7 oTBeAeHuin / 3 kaHana | 7 otBegeHuit / 3 kKaHana 5
10 otBepeHuit / 12 KaHanos
NMPOAOC/TKUTENIBHOCT . o
b PEFCTPALIAM 244 /48y 244 / 484/ 7nHel 244 / 484 / 7aHen
YACTOTA 250 0bp/cek 250 obp/cek
INCKPETV3ALIMM 250 obp/cek 500 o6p/cek (Tonbko 244 | 500 0bp/cek, 1000 obp/cek
n 484) (TonbKO 244 1 484)
AKCE/IEPOMETP OTcyTcTBME OtcyTcTBME Hannune

Bblibop KOoMMYecTBa KaHaNoB 414 3anMCK MPOUCXOANT C MOMOLLbIO MOAKMOYEHMA 5-TW, 7-MU UK 10-KMUABHOTO
Kabena naupeHTa. Mprbop aBTOMATUYECKM Pacno3HAET NOAKMOYEHHDBIV Kabeb M COOTBETCTBEHHO BbibMpPaeT
TWN UCCNeaoBaHWA. B COOTBETCTBYIOLLMX pa3aeiax MporpaMmmMHoro obecneyeHnsa pekopaepa TakKe BO3MOXKHO
BbIOpaTh YacToTy, KOTOpYto ByAeT MCNoNb30BaTh NPUOOP BO BpemsA 3anmcu.

Mopens Walk400h ocHauleHa aKkcenepomeTpom, OUKCUPYIOWMM  aKTMBHOCTb  MaUMeHTa
npoBeAeHMA NCCe0BaHMA: COCTOAHME NOKoA, xoabba, ber.

LseTHoW TFT-ancnnei, pasamepom 2.2" otobparkaeT A0 6 KaHanos IKI 0oAHOBPEMEHHO, YTO NMO3BOAET BpPayy
NPOBEPUTL KAYeCTBO CWUrHasa nepes Ha4aNoOM  3anuck. HaBUraUMOHHBIN  AXKOMCTMK C  YeTblpbMA
HanpasneHuAMM (BBepPX/BHM3/BNPaBO/BNEBO) M LEEHTPANbHBIM MNONOMKEHNEM OUYeHb ya06eH A9 HaBuraummu 8
pasgenax «MeHto». [1Ba CBETOAMOAHbIX MHAMKATOPA (3en1eHbld 1 ronyboin) obecnedmBaloT MHGOPMaLMIO O
COCTOAHUN DaTapen M npmbopa, B TO BPeMA KaK BCTPOEHHbIM 3yMMep CUrHanusmpyeT o6 owwmbkax man
npeaynpexaeHnax pekopaepa.

3anucaHHble JaHHble MOTYT ObITb 3arpy»KeHbl Y MPOAHAAN3MPOBAHbI HOObIM COBMECTUMbIM MPOrPaMMHbIM
obecneyeHmem a1a XONTEPOBCKOro aHanu3a [daHHble nepeaatotcsa no USB-kabento.

BO BpemA
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C nomolbto nporpammHoro obecnevenma Cardioline webuploader Takke BO3MOXHO 3anporpaMmmpoBaTh
pekopaep, NyTem nepeHoca AaHHbIX NauMeHTa B NamsaTb PEKOPAEPa, a TakKe BblbpaTb TUM MCC/ed0BaHMs,
KOTOPOE HY}KHO BbIMOJIHUTD.

Walk400h / Clickholter moeT BbINoAHATL 3aN1Cb OT 0A4HOW HaTapew.

HoBoW M NpaBUIbHO XPaHWMOWN BbICOKOKAYeCTBEHHOM LWeoYHon HaTapen AA (eMKoCTb 0Koslo 2500 MAY)
A0CTaTOYHO A1a 48-4acoBOWM 3anncu.

HoBoit 1 NpaBnabHO XpaHUMOM nnTresoin batapen AA (3000 mAY nnu Bbiwe, 1,5 B) gocTaTouyHo A 3anmcK
0o 7 aHen.

Bo Bcex ocTanbHbIx caydaax Walk4a00h / Clickholter gaeT Bo3mosKHOCTb 3ameHUTb HaTapeu, He npepbiBasn
3anmcu.

BHUMAHMWE: Ecnu ucnone3dytomcs Aumuessie bamapeu, oHU 00ax3Hbl coomeemcmeaosame [EC 80086-4.

KomnneKT nocTaBKkuM BKAOYaET B ceba:
= Kabenb naumeHTa Ha 5, 7 unm 10 otBeaeHnin (tonsko ans Walk400h);
" 33WMWTHbIN Yexon;
= 1 6atapeiiky (Tuna AA 1.5V);
=  OAHOpa30Bble 3/1eKTPoAbl (KOMNAEKT M3 25 WT.);

" PyKOBO,EI,CTBO Mo 3KCniyataunn.

5.4.1. O6wminr 0630p

Bua cnepenu:
Oucnnen >
CARDIOLINE MHd)OpMaU.MOHHble
anoapl
(i)
) L
P @ ¢
cAaARrOl LINE
Knasuwa ynpasaeHnAa
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Bug csagu:

Kabenb naumeHTa

Kpblllika oTceka ana 6atapeun

5.4.2. Knasuwa ynpasneHus

Mprbop OCHaLLEH KHOMKOM HaBUraLmu, KOTOPYHD MOMKHO HaskMMaTb MAM ABUraTb B 4-X HanpasaeHus (Kak
OSKOUCTUK).

B [OaHHOM PyKOBOACTBE A/ 0003HAYeHWA PasnudHbIX QYHKLMIA KAaBMLIKM MCMOb3YETCA CAeaytoLas
TEPMUHONOTUA:

=  BBO/: HaxkmuTe KnasuLly.

= BJIEBO: HaXkmnTe KHOMKY BAEBO.

= BITPABO: HaXkMmm1Te KHOMKY BNpaBo.
= BBEPX: HaxXMunTe KHOMKY BBEPX.

= BHWU3: HaxkmuTe KHOMKY BHU3.

PaboTa C BKOYEHHBIM AUCTIEEM

[Mpn BKAOYEHHOM AMCNAEe, KAaBMLLA YNPaB/ieHMA MOXET MCMOJIb30BATLCA A/1A HABMMALMKM MO MEHI0, KaK
ONnCcaHo B caedyrowmnx rnasax.

PaboTa C BbIK/OYEHHbIM ancnneem

MpU BbIKAOYEHHOM AWUCM/IEE, BO3MOMHbIE GYHKLMM KAaBULWIKM YyNpPaBAeHUs OnucaHbl B HUMKecnedyoLen
Tabnnue.

®yHKLMA OnucaHune

BKIKOYEHUE ANCNNEA Mpn HaxaTuM NbOON KHOMKM B TedeHue 1 cekyHAbl Auchnen
BK/IHOYAETCS, €C/IN He BbIMOAHAETCA UcaeaoBaHune (3anuncs).
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DyHKUMA OnucaHue
MPEPbIBAHUE TEKYLWLEFO | Haxkmute BHWM3 B TeueHme 4 cekyHA, 4Tobbl nNpepBaTb
UCC/TEAOBAHUA nccnenoBaHue.

YCTAHOBKA MAPKEPA COBbITUA | HaxkmmTe  LEHTPanbHytd KHOMKY BO Bpems 3anuMcu, 4Tobbl
BO BPEMA NCC/TEAOBAHUA aKTUBMPOBATb GYHKLMIO “MapKep cobbiTma”.

5.4.3. Oucnnei

HK-aucnnen Ha nepenHen naHenn pekopaepa MOKasblBAET MOME3HYH MHOOPMAUMIO A8 MEeAWLMHCKOro
nepcoHasa 1 nauMeHTa, KacatoLLyca AaHHbIX UCCNeA0BaHMA, YCTAHOBOK M BCEX OWMOOK CUCTEMBI.

5.4.4. Csetoauopapl

CoyeTaHMe CMrHan0B CBETOAMOA0B, NPONNNIHOCTPMPOBAHHOE B HM)-KEC}'IG,EI,VI'OLI.I,EI‘;I Ta6n|/|u,e, MMeeT cnegyroune
3Ha4YeHnA.

Ceetoanon Ceetoaunog,
COCTOAHMSA 6aTtapeu

CraTyc npubopa

BbIK/THOMEH
(@) (@) Pekopagep BbiK/OYEH — HET YCTaHOBNEHHbIX baTapei v baTapewn
MO/IHOCTbIO Pa3PAKEHDI.

3AIrPY3KA CUCTEMbI

PY BK/ItOUEHME CUCTEMbI U 3arpy3Ka NPOorpamMmmMmHOro obecrneyeHms.
MpoAo/IKMTENBHOCTL ONepaLmmnm MoxeT 3aHATb oT 4 Ao 10 cekyHa. HE
n3BnekanTe batapen Ha aTom sTane!

OUCMNNEN BK/TKOYEH

O PekopAep BK/IOYEH 1 TOTOB K paboTe (b6aTapeu 3apsaKeHbl, aucnien
AKTUBEH).

o o PETMCTPAUMA
Pekopaep BK/IHOYEH, BbIMNOHAETCA 3aMMUChb UCCeA0BaHUA.
USB

O O Ecnn pekopaep BrAtoYeH 1 noacoeamHeH K MK vyepes USB kabenb. Ha

ancnnee nosasasetcs coobuieHne «MNOAKTHOYEHME USB».

O CBETOAMO/, BbIK/MOUEH.

o CBeToAMOoA NOCTOAHHO BK/OYEH 1 CBETUTCA NMOKa3aHHbIM LBETOM.
(o) MuratoLimin CBETOAMNO, CBETUTCA MNOKA3aHHbIM LIBETOM.
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5.4.5. 3ByKoBble npeaynpexaeHus

YCTPOMCTBO OCHALLLEHO 3yMMEPOM, KOTOPbIM OTNPaBAAET Npeaynpeskaatolime cCoobLULeHNa UK, B HEKOTOPbIX
cnydasx, cooblieHna o6 olwmbrax nonbaosatento. B Tabaumue npmeeneHbl BO3MOXKHbIE GYHKLMM 3BYKOBOTO
npeaynpexkaeHms.

CobbliTne ‘ CurHan

Mepexopn oT pexxuma OXKUOAHNA K perxkumy 1 3ByKOBOW CUrHanN
JUCIMNEN

Mepexop, oT pexkuma ANCIMIEN k pexumy 1 3ByKOBOW CUrHanN
OXNJAHNA

Mepexopn oT pexkuma ANCI/IEN K pexnmy 1 3ByKOBOW CUrHanN
PETMCTPAUNN

Mepexopn oT pexkuma ANCI/IEN k pexkmmy USB- 1 3ByKOBOW CUrHanN
COEANHEHWMA

MNepexopn ot pexuma USB-COEANHEHWA K 1 3ByKOBOW CUrHanN
pexnmy OXKUOAHNA

Hayano perncrpawumm ronocosoro coobueHun 1 ANVMHHBIN 3BYKOBOM CUTHAN

OKOHYaHMe perncTpaLMm roIoCoBOro coobLieHns | 1 ANMHHbINA 3BYKOBOW CUTHA

ABapUIiHbINA cUrHan «paspsXKeHbl 6aTapen» BO 1 3BYKOBOM CUTHAN Kaxable 4 CeKyHAbl
Bpemsa PETMCTPALUMWN nccneposaHua

Hegzocrtato4yHo namatu Bo Bpema PETMCTPALUUN 3 AJIMHHBIX 3BYKOBbIX CUIHaNa, caedytolime nocie
nccnegoBaHuA 1 3BYKOBOro CWrHana nepen aBTOMATUYECKUM
BbIK/TlOYEHNEM

BBog, «MmapKepa cobbITUA» BO Bpems 3anncu 1 3BYKOBOM cUrHan

CocTosHKWe HacbllweHun 6onee 3 MUHYT 1 ANVHHbIN 3BYKOBOM CUTHAN

5.5. Hasurauma s meHio

5.5.1. CraproBas cTpaHuua

Mocne BKAOYEHMA, YCTPOMCTBO 0TOOPa3mT CTapTOBYHO CTPaHULLY.
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CARDIOLINE

i) (o

CrapToBas cTpaHuua

C 3TOi CTpaHMUbl MOXHO MOAYYMTb AOCTYNM K OCHOBHbIM GYHKUMSAM YCTPOWCTBA, MEpeYnucieHHbIM B
cneaytoulein Tabauue.

®DYHKUMN CTAPTOBOWM CTPAHMLLbI

PyHKUnA OnucaHue

MHOOPMALINA MoKasblBaeT nHopMaLmio 06 ycTpoicTee
HAYATIO HauaTb HOBOE XONTEPOBCKOE NccnesoBaHne
NCCNEQOBAHMA P A
HACTPOMKU [o3BONAET NONYYUTL AOCTYN K MEHIO NAaPaMETPOB CUCTEMHbIX HAaCTPOEK
PEXUM [epeBOAUT YCTPOMCTBO B PEXKMM OXKUAAHWNA
OXUAAHMA pesoaMTyCTp P A
KHonKu:

= BBEPX, BHW3, BITPABO, BJ/IEBO: ana nepemellleHnsa Mexay MKOHKaMK;
=  BBO/: ana noaATBEPKAEHMA BbIOOPA.

5.5.2. UHPopmauMOHHAA CTpaHULA

MHbOPMaLMOHHAN CTPaHMLA COALPKNT:

= Bepcua NPOLWMBKK;

= CepuiHbIM HOMEpP peKkopaepa;

= [logcoeAMHEHHbIN Kabenb naumeHTa: 5-Tn; 7-mu; 10-TU KUAbHBIM MAK Kabenb He NoACoeANHEH;

= QOueHKa A0CTYNHOro o6bema BCTPOEHHOM MamMATH: KOIMYECTBO MOJIHbIX 3aMUCel, KOTOPble MOTYT ObITb
COXPaHeHbl;

= KO/MYecTBO MCCNea0BaHWI XPaHALWMXCA B NAMATH;

= TeKyllMe JaHHble AaTbl Y BPEMEHMW.

KHonKku:

= BJIEBO: ons BO3BpaTa Ha CTapTOBYHO CTPaHML,
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6. NOATrOTOBKA K PABOTE

6.1. BknawuyeHue pekopgepa

[na BkAOYeHMA pekopaepa BcTaBbTe 1 Hatapeiky Tmna AA (1,5 BonbTa) B H6aTapeiHblii OTCEK Ha 3aHel
naHenu Npnubopa 1 HaXXMUTE PYUKY.

MPEAYTIPEXKAEHUE: Bcmasnas bamapeto, obpamume BHUMAHUE HA ee NPasusibHOe PacnosiodeHue, KaK
NOKA3aHO Ha cxeme, omobpaxceHHoU 8 bamapeliHoM omceke.

MPEAYTIPEXAEHUE: Bceeda omkaoyalime pekopdep om nauyueHma neped Omiypbimuem KpbluKu
bamapeliHo20 omceka.

MPEAYTIPEXKAEHUE: W3snekume bamapero u3 ycmpolicmea 8 cryyae OaUmesnbHo20 Heucnos16308aHUSA
npubopa.

MPUMEYHAHUE: ecnu 3azopaemcs Oucnnell, HO noAensemca coobuweHue «SD-kapma He pacnosHaHa.
ModcoeduHums npubop K [1K. bosee nodpobHy0 UHGDOPMAUUIO CM. 8 PYyKOBOOCMEBEe NO 3KCNaAyamauuu»
delicmeosame, KaK onucaHo 8 nap. 9.3

Koroa 6Gatapes BCTaBneHa, pekopAep 3anyckaeT TecToByto dasy, Mnocie KOTOpPOWM, eCcanm permcrpaums
nccnenoBaHus bblaa B NpoLecce, perncTpaums BOCCTaHAaBAMBAETCA M Nepe3anycKkaeTcs, B MPOTUBHOM Cyyae
YCTPOWCTBO 3amnycKaeTca M 0TobparkaeTcs CTapToBas CTPaHMLA.

Ecan yctpoiictBo nopkatodeHo uepes USB-kabenb Kk K, Ha aucnnee otobparkaerca 3Hadok USB a0
3aBeplUeHMA onepaLmit n OTKIHOYEHMA YCTPOMCTBA.

6.2. BBopA B 3KCNAyaTayuuio

Mocne BBOAA B IKCMAyaTaLMio ybeamuTech, YTO HACTPOMKM pekopaepa No yMONYaHWUIO afeKBaTHbI.
[lns 5TOro OTKpOWTE CTPpaHMLYy NapameTpoB, Kak onucaHo B pasaene 8.
YbeauTech, UTo caeaytollme Nons 3a/iaHbl C NPaBUAbHbIMU HAaCTPOMKAMM:

" A3blK;

= JlaTa v Bpem4.
Ecnv OHW NOMKHBI ObITb M3MEHEHbI, AeCTBYNTE, KaK ONMUCcaHO B pasaene 8.
Mpnbop CcoxpaHAeT HACTPOMKM U, ecn HeT crneunduyecknx NoTpebHOCTEN, MX He HYKHO pefaKTMpPOoBaTh,
Koraa pekopaep 3anycTuTCA CHOBaA.
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6.3. BbIKAo4YeHUe pekopaepa

YT0ObI NEpeBecTn YCTPOMCTBO CHOBA B PEXXMM OXMAAHUA, NepenauTe Ha CTapToBY CTPaHMLy, BbibepuTe
MKOHKY BbIK/TIOYEHNA N HAaXXMUTE Ha ﬁl,)-I-(OVICTVIK.

[LNA NONHOTO BbIK/HOYEHNSA YCTPOMCTBA U3BEKMTE BaTapeto U3 Kopryca.
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7. NMPOBEAEHUE UCCNEOOBAHUA

7.1. O6wasna npoueaypa

Onepau,mm, HEO6XO,D,MMbIe ANA BbINO/THEHUA XOJ'ITepOBCKOI'O ncenegoBaHmA, OnMcaHbl HMXKeE.

1. BbibepuTe Konnyectso KaHanos (Tonbko ana Walk400h) n ncnonbsyemsiii Kabens;
2. MNoAroToBbTE M NOAKAYUTE NaUMeHTa (KaK onncaHo B n.M. 7.3 n 7.4);
3. MNoAroToBbTE N HaYyHUTE 3anuUch (Kak onucaHo B n.n. 7.5):

a. BbibepuTe TMN Mccnea0BaHMA (MPOAOMKUTENBHOCTb M YaCTOTY AUCKPETU3ALUMN) (KaK ONMcaHo
B n.n. 7.5.1);

b. [Mpwu »KenaHMM MOXKHO OCTaBWTb rONI0COBOE COObLIEHME NPOAOKMTENBHOCTBIO A0 20 C., ANs
nocneayouien naeHTMdMKaLUMm naupeHTa (Kak onmcaHo B n.n. 7.5.2);

c. [poBepbTe KayecTBO KpwmBbix IKI Ha Aucnaee u ybeautecb B OTCYTCTBMM coobLIEHNM 06
owmnbkax (Kak onucaHo B n.n. 7.5.3);

d. HayHuTe 3anuch (Kak onucaHo B n.n. 7.5.4).
4. PasmecTuTe pernctpaTop Ha naumeHTe (Kak onncaHo B n.n. 7.7);
5. MPOUHCTPYKTUPYNTE NaumeHTa (Kak onmncaHo B n.n. 7.8).

MPUMEYAHUE: Cmpozo cobarodalime uHCmMpyKyuu no no020mosKe nayueHmad, m.K. 3mo 00UH U3 CAMbIX
omeemcmaeeHHbIX 3manog 014 nposedeHuA ycheulHol 3anucu.

7.2. Bbibop Konuuectsa KaHanoB

Pekopaep pernctpupyeT curHan K[ 0AHOBPEMEHHO MO HECKOAbKMM oTBedeHMsam (0T 3 Ao 12 KaHanoB
(tonbko ans Walk400h)), cornacHo KoHdUrypauyum, yCTaHOBAEHHOW OMUMAMM U UCNONb3yeMbiM Kabenem
naumeHTa:

= Kabenb Ha 5 oTBeAEHUI: 3 KaHana;
= Kabenb Ha 7 oTBeAEHWI: 3 KaHana;

=  Kabenb Ha 10 oTBeaeHuni: 12 KaHanos (Tonbko ana Walk400h).

7.3. TloAarotoBKa KOXU NauueHTa

I'Ipe>+<;|,e 4yem NoAKNK4YaTh 3/1eKTPOAbl, Y6e,£I,I/ITer, YTO NMaUMeHT NONTHOCTbIO MOHAM Npoueaypy U TOYHO 3HaeT,
M3 KaKMX 3TanoB COCTOUT MCCnenoBaHMe, 4YTO OH 6bin NnpaBnIbHO MPOUMHCTPYKTUPOBAH O HeO6XO,£I,l/IN\OM
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NnoBeeHNN Ha MPOTSAKEHWM BCEro BPEMEHMU 3aMmcu 1 roToB K JI0ObIM AeMCTBUAM, KOTOPble HeEOOXOAMMO
NpeanpuHATbL B 0CODObLIX CAyYanX 1 A5 BbINOJHEHMA NOBCEAHEBHON AEATE/IbHOCTU.

=  KoHOMAEHLMANBHOCTb OYEeHb BaXKHa, TaK Kak OHa MNO3BO/ISET NauMeHTy paccnaburbes.

= YcnoKkouTe naumeHta Tem GpakTtom, 4To npoueaypa He3bonesHeHHa M YTO OH DyaeT 4yBCTBOBATb
TOJIbKO MPUCYTCTBME 3/IEKTPOI0B Ha KOXKE.

BaskHO, 4TOObI KOXa naumMeHTa Oblia TUWATeNbHO oO4ulieHa. MMeeTca ecTecTBEHHOe 3/eKTpuyeckoe
COMPOTMB/EHME Ha MOBEPXHOCTM KOXKMW, MPOM3BOAMMOE Pa3IMYHbIMU UCTOYHMKAMM, TAKMMK, KaK BOJIOCHI,
KOXHbIA KMP, WM Cyxaa WAM OMepTBEBLUAA KOXa. [10ArOTOBKA KOMM HeobxoAmma, 4YTOObl YMEHbLIUTb
oTpuuaTenbHble 3GPEKTb, MPUIMHEHHbIE YPE3IMEPHbBIM COMPOTUBIEHUEM MENK/Y KOXKEMN U SNEeKTPoJamu, 1
ONTUMM3MPYET KaYecTBO curHana IKT.

dTan NoAroTOBKM KOXKM BK/IOYAET B cebs caeaytollme sTanbl:

=  [Ipn HeobxoAMMOCTM NOBPUTL 06NACTb KOXM, Fae A0MKEH DbiTb HAHECEH 3NEKTPOA;
" BbIMbITb 061aCTb FOpAYE Mbl/IbHOM BOAOW;

®"  /IHTEHCMBHO BbICYLUMTb KOXY abpasvBHOM MNPOKAAAKOM, TaKoM Kak MapAas, 4tobbl yaanutb
OMEPTBEBLUME KAETKM KOXKM U KUP, @ TaKKE YBENNYMTL KPOBOTOK B Kanuaaapax.

MPUMEYAHUE: Byobme ocmopOoxcHbl, MAK KAK 80 8pemsa N0020MOBKU MOMXHO Npu4yuHUMb OUCKOMopm,
0CcMasuUMb CCAOUHbI UU CUHAKU HA KOXCe NOMCU/bIX UU PAHUMbIX NAUUEHMO8.

7.4. TlopKknoyeHne naumeHTa

BayKHO NMPaBM/IbHO PACMONOMMUTb SNEKTPObI, YTOObI NMOAYYUTL XOPOLLIMIA 3/1IEKTPOKAPANOrPaPUIECKMIA CUTHA.
Bonee HM3Koe COMPOTUBEHME B AENCTBUTENbHOCTM 0becneunsaeT Ay4Llyto GOPMY BO/IHbI, YMEHbLLASA LYM,
KpOMe TOro Mo 3TOMN e NpuiynHe HeobxoaMMO MCMO/b30BaThb 3/1EKTPObI XOPOLIErO KayecTsa.

MoaKAo4YeHWe naumeHTa HeObX0AMMO OCYLLECTBATL CAEAYOLLMM 0OPasom:

1. CHUMMMUTE 3aLUMTHYIO NAEHKY C 0BPaTHOM CTOPOHbI SNEKTPOA0B U MPUKIENTE UX B HYXKHbIE TOUYKU
Ha KoKe. PasmellleHVe 3M1EKTPOAOB - 3TO KAMHWMYECKUI BblIOOp Bpaya, KOTOPbIA HamepeH
NpoOBECTM MUCCeAOBaHME Ha MauueHTe. B creayowmx naparpadax npuBefeHbl NpUMepsb
Pa3MeLlleHNA 3/1EKTPOA0B Ha OCHOBE BbIOPAHHOIO TWNa Kabens.

2. MpoBepbTe HaAEXKHOCTb CLEMAEHUA 3/1EeKTPOA0B, OCTOPONKHO MOTAHYB WX. Ecnn anektpos
cBODOAHO ABUMMKETCA, 3aMeHUTe ero. ECAM 31eKTpos He ABuraerca, To obecnedyeH XxOpoLuni
SNEKTPUYECKMIN KOHTAKT.

3. MoAKAoYmTEe KNeMMbl Kabens naumeHTa K 31eKTpoaam.

4, HaHecuTe Ha roN0BKY 31eKTPOoAa NOAOCKY NAACTbIPA (pekomeHayeTca chopmmposaTb HEGObLLYIO
NeT/I0 C KOHLLOM COeAMHUTENBHOTO Kabena 1 3aKpenuTb ee Noj, UNKOM NeHTOM).

5. MoaknounTe Kabenb NaumMeHTa K pasbemy Ha BEpPXHEeM 4acTu yCTpOoiCTBa.

MPEAYIMPEMAEHUE: [MpasunsHas paboma pekopdepa 2apaHMuposaHa MOsbKO 8 MOM cryvae, ecsiu
UCNO0s16308aHbI 3716KMPOObI pekomeHAo8aHHble Cardioline.
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MPUMEHAHUE: Ymobbl npedomsepamume nospexcdeHue kabesnd nayueHma, e2o Heobxooumo bpame 3a
BEPXHIOI0 YaCMb PA3BEMA U HU 8 KOEM Cry4ae He 0epedms 3a NPposood.

7.4.1. Kabenb Ha 5 otBegeHun

-t

PasmeuweHue 31ekmpodos

dneKkTpog, MNo3numa

. MaToe Mexpebepbe, COOTBETCTBYIOLIEE /IEBOM HWMKHEN 4acTu
KaH.1 Kentbin PEbEp yiou
rpyauHbI.
KaH. 2 . KpacHbli Llectoe mexpebepbe NO NOAMbILIEYHON TNHUN.
. Btopoe neBoe  Mmexpebepbe, COOTBETCTByOLlEE  CPeAMHHO-
KaH.3 3eneHbin P . PEDEPLE, yrot pea
KOUUMYHOW INHUM.
REF Benbi Ha rpyanHbl, BO31e Kao4um,
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N ‘ YepHbii Ha HmkHem pebpe, Ha 1eBOMN CTOPOHE TPYau.

7.4.2. Kabenb Ha 7 oTBegeHUn

VI306pa>+<eHme n Ta6nv1|_|,a HWVXXe coaeprat l/IHd)OpMaLI,l/II'O O TOM, KaK MCMNOJ1b30BaTb U pasN\eLu,aTb 3TOT Kabensb.

T BLACK
-y
=_— ()"
—_— =@
— o
—

—

PasmeuwjeHue 3nekmpodos

KaH. 1+ 3efieHbll LLlecToe mexkpebepbe No NOAMbILLEYHON MHUN.

KaH. 1- KpacHblit Ha npaBoit kKntoumLe, pAAOM C FpyaNHOMN.
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Kan. 2+ 66101 MaToe mexpebepbe, COOTBETCTBYIOLLIEE 1EBOM HUMKHEN YacTyh
rpyanHbI.

KaH. 2- Kentbii Ha neBoi Kntoumue, pagom C rpyamHom.

KaH. 3+ opaHxkeBbln | LecTtoe mexpebepbe cieBa NO CPeAHEKNOUYUMYHON TUHUN.

KaH. 3- ‘ CUHN Ha rpyanHbl, BO31e Kao4u,

N ‘ YepHbi Ha Hu»kHem pebpe, Ha 1eBON CTOPOHE Tpyaun.

7.4.3. Kabenb Ha 10 otBegeHui (tonbko gna Walk400h)

3T0T TUN Kabens COOTBETCTBYET CTaHAAPTHbIM YC/TOBHbIM 0b603HaYeHnam PaCnosiIoXeHNA 31eKTPOA0B ANA 12-
KaHa/IbHOW 3/1eKTpoKapAamorpadumm.

E,EI,VIHCTBGHHOG pasnnyme 3aK1ro4aeTCcAa B TOM, 4TO nepmd)epMPlele S1EeKTPOAbl AO/TXKHbI ObITb pa3smelleHbl Ha
TYJIOBULLE B MOJIOXKEHUM, BIM3KOM K COOTBETCTBYIOLLMM KOHEYHOCTAM, Kak MOKa3aHO HUXKe.

(=] )

— C4
WHITE

— C3
WHITE

-— Cz
WHITE

-— Ci
WHITE

3

Kabens Ha 10 omeedeHuli
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PasmeuwjeHue 31eKkmpodos

neKTpop, Mo3numa

KaH. 1 e KpacHbii YeTBepToe mexpebepbe cnpasa OT rpyAanHbl.

KaH. 2 Kentbin YeTBepToe mexpebepbe cesa 13 rpyanHbl.

Kan. 3 @ KpacHbili CZC;AéT(yTquoe NONONKEHNE Mexay snekTpodammn V2 / C2 u
KaH. 4 @ KopunuHesblIi MaToe mexpebepbe No NMHUN MEKKIOUMYHAS.

KaH. 5 e YepHbIi Mexay anektpogammn V4 n V6.

Kam. 6 @ DUONETOBbI zs:aiﬁb C anekTpogom V4 y neBoi cpefHel NOAMbIWEYHOM
L HKentbin Ha nenbtoBUAHOM MblLLLLE.

R ° KpacHbii Ha nenbtoBMAHOM MbillLe.

F ° 3eneHsbin Ha 6eapax.

N “ YepHbii Ha 6enpax.
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7.5. TMMoaroTtoBKa n Havyano uccneaosaHua 6e3 nogkntoueHus K MK

HayaTb MccnenoBaHMe MOXKHO 6e3 NoaKAtoYeHMA pekopaepa K NepcoHa bHOMY KOMMbIOTepy.
Mocne BKAtOYEeHMA Mpubopa, Kak onucaHo B n.n. 6.1 M nocse NoAKMOYeHUs MalMeHTa, Kak OMnuMcaHo B
npeablaywmx naparpadax, Bbibepute NyHKT «HayaTb MccaenoBaHMe» Ha CTapTOBOM CTPaHULE.

= Bbibepute Npoao/IKUTENBHOCTL UccieaoBarma (24 yaca / 48 yacos / 7 aHen (Tonsko Clickholter 7
days nnan Walk400h)) 1 yactoTy aucKkpeTm3aumu;

= BBeauTe [aHHble O MauMeHTe Npu MOMOLIM TOS0COBOro cooblieHusa (ecnm mHbopmMauma ywe
npeaBapuUTeiIbHO 3arpyyeHa, cM. naparpad 7.6);

Ecnn kabenb naupyeHTa He NOAK/IYEH, Ha ANCNAEN PEKOPAEPA BbIBOAMTCA CAeaytollee cooblieHme:
BHumaHue! Kabenb He obHapy:keH. [poBepbTe NoaxAtloYeHme.

B aTOM C/lyyae eAMHCTBEHHOE paspelleHHoe AeNCTBMeE — BO3BpaLleHMe K npeablayliemy meHto. Moakatounte
Kabesnb NaumeHTa, KOTOPbIN Bbl XOTUTE MCMO/b30BaTb, M CHOBA 3aMycTuTe TecT.

KHonKu:

= BMPABO: ans OTKPbITMA CAeaytolen CTpaHuLbl;

=  HAXATb: gna OTKpbITMA CTpaHUubl BbibOpa NPOAOAKUTENBHOCTM WCCNEA0BAHUSA W 4acTOThl
OMCKpeTM3aumMmM (OTKIOYEHO, ecn AaHHble DblM NpeaBapuTesibHO 3arpy*KeHbl, Kak OnMcaHo B M.M.
7.6);

= BJIEBO: BepHyTbCA Ha NpeablayLLyto CTPaHuLy.

3aTem 3anyckaeTcsa «MacTep HaCTPOMKM», 1 NMOJb30BATE/TIO NMOKA3bIBAETCA NOC/Ae10BaTEIbHOCTb MHCTPYKLWNA,
npuseAeHHan B caeaytolmx naparpadax.

Ecnv noaxntoveHHbIM Kabenb nauMeHTa He HaldeH WaW NOAKAYEHHbIV Kabesb He COOTBETCTBYET Kabesto,
TpebyemMoMy HacTPOEHHbIM MPOTOKO/IOM, 0TOobpakaeTca cooblleHne 06 ownbre.

7.5.1. Bbibop TMNA UccnepoBaHuA

imeeTca BO3MOXKHOCTb Bbl60pa TWNa mnccnegoBaHMA Ha OCHOBE MPOAO/TXKUTE/IBHOCTM €ro BbIMOJIHEHNA U
MOZEenNu permcrpaTopa.

JocTyn K cTpaHuue Bbibopa NpoaoIKUTENbHOCTU UCCAEA0BAHNA OCYLLECTBAAETCA HaxKaTMemM Knasuwmn BBO/
B OKHe «COoCTOAHMUAY.

- . 2 0 il
CmpaHuya ebibopa muna uccnedo8aHus
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Mprbop MOXKET 3anmcaTh CaeaytoLlme TUMbl UCCAeA0BaHNIM, COrTAaCHO YCTAHOBKAM M YCTaHOB/IEHHbIM OMLMAM:
1. 24-vaca: 3 uan 12 kaHanos (Tonbko ana Walk400h) Ha 24 yaca
2. 48-yacos: 3 unn 12 kaHanos (tTonbko ans Walk400h) Ha 48 yacos

3. Heckonbko gHen (Tonbko ans Clickholter 7 days u Walk400h): 3ToT pexunm no3BOASET BbIMNOJHUTL
3anucb no 3/12 kaHanamu Ha YacTtoTe 250 Iy, B TeyeHun bonee 48 yacos. MccnenosBaHne COCTOMT M3
OZIHOTO N/IM HECKOTbKMX CETMEHTOB, MPOA0/IKMUTENbHOCTL KOTOPbIX HE OnpeaeneHa 1 He 06s3aTeNbHO
HenpepbiBHa C TeYeHnem BpemeHu. batapen pekopaepa MOryT ObiTb 3aMEHEeHbl MEXy STanamu;
nepes  HayalOM  WUCCNeAOBaHWS,  peKopAep  MOKasbiBaeT  MaKCMMabHYO  AOCTYMHYHO
NPOAO/IKMUTENbHOCTb 3aMMCK, OCHOBAHHYIO Ha AaHHbIX O CBODOAHOM MamATM pekopaepa. Peskum
3aMnCK B TEYEHME HECKONbKUX AHEN MMeeT MaKCMMasbHYO MPOA0IKNTEbHOCTb A0 7 AHel. Kpome
Toro, u3beranTe AAUTENBHOIO OTCYTCTBMA (OKON0 7 AHel) HBaTapei BO Bpema UCCAeA0BaHUs, TaK Kak
3TO NPUBEAET K NoTepe AaHHbIX BCTPOEHHbIX YacoBs. B N1lobom ciyvae, nccneaosaHme aBTOMaTUYECKM
3aKpblBaeTCA PEKOpAepPOM Moc/ie nepesanycka.

Mocne BbibOpa TMNa MUccneaoBaHMa NPMOOP BbINOAHAET NPOBEPKY NaMATH, YTODbI 06ecneynTb 40CTaTOUYHbIN
ee obbem ana BbiIOpaHHOM 3anucK. B cnydae Heyaaum otobparkaeTca coobuleHne ob owmnbke, U npolecc
oTMeHseTcs. B cnydae 7-AHEBHOM 3anucy cooblieHue oTobparkaeTcd TOMbKO B TOM Cayyae, ec/in
NPOCTPaHCTBO MeHbLLE, Yem TpebyeTca A4 48-4acOBOK 3anmcu.

KHonMKu:
= BBEPX/BHW3: npoKpyTKa Crucka;
=  BMPABO nau BBOA: noatsepAUTb TUM UCCAEA0BAHNUA 1 MEPENTU Ha CAEAYIOLLYIO CTPAHWLLY;

= BJIEBO: BepHyTbCA K Npeablayliei cTpaHuLE M OTMEHUTb BbIBOp.

MIPUMEYAHUE: Tosibko 00HO ucciedosaHue Mmoxcem bbimes N0020mosaeHo Ha CMaouu N0020MOBKU.

7.5.2. TonocoBas 3anuUcb

| ﬁ; |
i ‘;“?‘ =i

CmpaHuua 2onocosoli 3anucu

il

Haxkmute BBBO/J nna 3anmcu ronocoBoro cooblieHua. Yepes 20 cekyHZ pekopaep MnepekatoymTcs Ha
cneayroulyto Gasy noaroToBKM.
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3Ta GYHKLMA NO3BOSET ONEpaTopy 3anmncbiBaTb 3BYKOBOW daitfl, cofepalinin AaHHble O naupeHTe 1 aobble
apyrme  npumedadua. pu 3arpyske uccnegosBaHma Ha [K 3anuMcaHHoe cooblleHne MOKeT 6biTb
BOCMPOM3BEAEHO TakMM 00pa3om, 4TOObl OMepaTop MMes BO3MOMKHOCTb MepeHecTn MHGopmauuio B
cneumanbHoe OKHO MPorpammMHOro obecneyeHusa A0 aHaAn3a.
KHonKu:

=  BBOJ: ons Havana 3anucu;

= BMPABO: 4TOb6bI COXPaHUTb 3aNMUCb M NMEPENTU K CAeaytoLWEeN CTPaHULE;

= BJIEBO: BepHyTbCA Ha NpeablAyLLYO CTPAHULY M YA3AUTb 3aMnCh.

7.5.3. OtobpaxkeHue IKI curHana n npoBepKa KavyecTBa HANI0XKEHUA 3/IEKTPOL0B

OmobpaxeHue IKI cueHana U NPoBePKA KAYecmaa HAMOHEHUS 3/1eKmMpPooos

Mprbop NoKasbiBaeT CTPaHMLY COAEPKALLYIO JaHHbIE O Ka4eCTBe HaIOKEHWA 3NEKTPOA0B 1 OAHY MAK BobLLe
CTpaHuL, (B 3aBMCMMOCTM OT MCMO/b3yemoro Kabens naumeHTa), oTobparkatowmx Kpueble IKI B pexume
peanbHOro BpeMeHMU.

B pexvme peasbHOro BpeMEeHM KOIMYECTBO KaHa 0B Ha CTPaHMLE 3aBUCUT OT TWNa Kabensa naumeHTa:

= 10- *ubHbI Kabenb (Tonbko ans Walk400h): 2 cTpaHuLbl, MO 6 KaHaA0B Ha Kax 4o cTpaHuLe
o [ep.asa ctpanuua l, Il, Ill, aVR, aVL, aVF;
o Brtopas ctpannua C1, C2, C3, C4, C5, C6.

=  5- 1 7-XnnbHbil Kabenb: 1 cTpaHnua, 3 KaHana:
o [epsada ctpanunya: C1, C2, C3;

o BTtopas cTpaHuua: HeT.

KHonKku:

=  BBOJ: 019 NPOKPYTKM CTPaHWL, NMPOBEPKM MPaBUbHOCTM HANOXKEHUA 3/1eKTPOA0B (0TBeAeHUI) u
oTobpaxkeHua Kpmeblx IKT;

= BIPABO: nepexos Ha cneaytoLLyto CTpaHuULy.
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7.5.4. OKOH4YaHMe NOAroTOBKM YCTPOMCTBA U HAYaN0 3aNuUcH

CmpaHuya nodmeepioeHuUa 3anucu

KHonKu:
=  BMPABO wan BBBO/: noatsepAUTb Ha4ano 3anucu;
= BJIEBO: o1 OTMeHbl 3anycKa M BO3BpaTa K NpeablayLliei cTpaHumLe.
Tem He MeHee, 3anKncb HavymMHaeTcA Yepes 30 CeKyHA.
Mepexoa 8 dpasy 3AMNCU curHannsmnpyetca cneayrolimm obpasom:
1. [Aducnnein BbikNOYaeTcs;
2. CuvHMIA cBETOAMOAHBIA MHAMKATOP COCTOAHMA HAYMHAET MUTraTb (BbIMOJHAETCA NPOBEPKA);

3. 3eneHsbIn CBeTO,D,MO,D,HbIVI MHAOWMKATOP COCTOAHMA 3apAaa 6aTapeV| BbIK/TKO4AETCA.

7.6. TNopgroToBKa peKkopaepa yepes MK

3TOT MeToA, NOATOTOBKM NO3BOAET NPeABapUTEeIbHO 3arpyKaTb AaHHbIE O NAUMEHTE U UHPOPMALIMIO O TUMe
3anMcK  (KONMYecTBO OTBeAEeHWIM Kabena naumeHTa, MPOAC/IKUTENBHOCTb PEerucTpaummM W 4actoTy
OWMCKPEeTM3aUMKN) nepes, Hayas oM MCCNenoBaHusa, ucnonbdys coeamHerue c MK yepes USB npu nomouim
nporpammHoro obecneyeHua cubeholter nnm webuploader.

[ns BbINO/HEHNA NOATOTOBKM PEKOPAEPA BbINOAHUTE CAeaytolne AeACTBUA:

1. MoarntoumTe yCTPOMCTBO K MK ¢ MOMOLLbIO BXOAALLETO B KOMMAEKT NporpammHoro obecneveHms USB-
Kabens;

2. Tlocne MNoAKMOYEHUA peKopaep OTobpa)kaeT sKpaH C nuKTorpammon «USB-Hakonutens» u K
onoBeLlaeT o noAxato4eHHom USB-Hakonutene;
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CmpaHuya nodknroyeHusa USB

3. Wcnonb3ynte nporpammHoe obecneyeHme webuploader nam cubeholter, 4yTobbl BBECTWM A@HHbIE O
naumMeHTe M AaHHble Aa4 3anuck (nogpobHee cm. PykoBoACTBO Nonb3oBaTens ana webuploader nam
cubeholter);

4. 3aBeplunB npoueaypy NOArOTOBKM UCCAEA0BAHUA, OTKIOUYUTE YCTPOMCTBO NPY NMOMOLLM NPoLeaypbl
6e3onacHoro nssnedeHns USB-HakonuTens (3Ta onepaumsa rapaHTUpyeT, YTo MHbopMaLma B NamaTu
pekopAepa 3anuiLleTca KOPPEKTHO);

5. Pasmectute pekopaep Ha Tene nauneHTa 1 3anyctmute UccieoBaHne, Kak onnucaHo B nyHKre 7.5

MPUMEYAHUE: B cnyyae makol no020moBKU UCCAe008AHUA HEBO3MOMCHO U3MeHUMb mun 3anucu, U Ha
pekopdepe omobpaxaemcs coobuweHue o6 owubke, ecau Kabenb nauueHmMa He coomeemcmeayem
napamempy, HACMPOEHHOMY Ha 3MOoM 3mane.

MPUMEYHAHUE: lNpoepammHoe obecnedeHue 00a#HO bbimb HAOAEHAWUM 06pPA30M CKOHGU2YPUPOBAHO U
ycmaHoesseHo Ha 1K 018 obecneyeHus npasusnsHol pabomei. [ noay4eHus 0onoaHumesnsHol UHGopmayuu
obpamumecs K COOMm8emcmayowemMy pykoeoocmay nose308amess.

7.7. Pa3melweHue pekopaepa Ha Tene naumeHTa

[Tocne Hayvana 3anucum peKopaep LOKeH BbITb pa3smelleH Ha Tene naudneHTa. yCTpOVICTBO MOMeT bbITb B
HenocpeaCrBEHHOM KOHTAKTe C TE/IOM NauneHTa C NOMOLWbIO Map/in, OAHAKO ydlle pasmellaTb YCTpOVICTBO
B CrneunasibHOM 4vexse, BXoAAlemM B KOMMEKT MOCTaBKU, KOTOprlZ pa3mellaeTca Ha Tene naudneHTa npu
nomouwn cneunanbHOro noAaca.

MPUMEYAHUE: Ycmpolicmeo nocmasnsemcsa 8 KOMnaeKkme co CneyuasnbHbIM YeXA0M - CymMKoU (CM. cnucoK
npuHadnexcHocmeli), Komopsili Ucnosb3yemca 018 3auumel pekopoepa U e20 huKCauuu Ha mesae nauueHma.
Vicnonb3o8aHue Yexsa He A814emcaA 06A3amesnbHbIM, HO OYEeHb HEeNAMesnbHO.

MPUMEYAHUE: Mcnonbe3osaHue 30uumHo20 Yexaa fAensemcs 0683amesibHbIM, ecriu OmHOCUMesbHas

8/10XXHOCMb  OKpyMcarowel cpedsl cocmasnsem meHee 50% (cyxaa cpeda), 014 npedomepauleHus
06pa308aHUSA 3/1EKMPOCMAMUYECKUX 3aPA008.
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MPUMEHAHUE. Cymka u sodoHenpoHuuaemslil yexon Walk400h, ykazaHHbie 8 nap. 10.2 OHU He
npedHasHa4yeHsl 0719 HenoCPeodcmeeHHO20 KOHMAKMA C MEeAOM, NO3IMOMY PEeKOMeHOyemcs pasmeu,ams ux
Hao odexcooli (Hanpumep, pybawkol).

7.8. WHCTpYKTaXK nauueHTa

KAnHWyeckaa npakTvka TpebyeT, 4Tobbl MauMeHT HOCWUA YCTPOMCTBO BHYTPW MAM CHapyKM BONbHWUUbI, B
NOMELLEHMNAX, a TaKXKe Ha yanLe.

MosToMy 0CODEHHO BaKHO, YTOObLI MALMEHT Obl A4OCTAaTOYHO MPOMHCTPYKTMPOBAH 00 onepaumax, KoTopble
eMy paspelleHo BbIMOMHATb, M CBA3AHHbIX C 3TUM puckax. ObpaTutech K nap. 2 ans 6onee noapobHOM
MHGOPMaLMN.

7.9. Bo Bpemsa uccnepgoBaHusa

Pexunm 3ATIMCK conpoBoXaaeTca MUratolwmnm roaybbiM CBETOAMOA0M COCTOAHMUA.
Ha aTom aTane ycTpoMCTBO 3anmncbiBaeT B NaMATb ciMrHan IKI n curHan akcenepomeTpa B TEYEHME BPEMEHM,
YCTQHOB/IEHHOM Ha 3Tane NoAroToBKM.

7.9.1. WUcnonb3oBaHue KHONKK « MapKUPOBKU COBbITUIA»

Bo Bpemsa 1Uccae0BaHMA BO3MOMKHO YCTaHaBANBATL MapKepbl COObITUI, HaxaTnem KHoMKu Beoa,

MauneHT MOKET NpeiHamepeHHo BBecTH cobbiTve, Hakas BBoa BO Bpems 3anucu. Takmm 06pasom, MoXKeT
CUrHANM3MPOBATLCA CMMMNTOM WM CMeuManbHas akTUBHOCTb. TaKsKe BO3MOXKHO CWUIHa/nM3MpOoBaTh, Koraa
peKkopaep BPeMeHHO OTKIOYEH, Hampumep, B Caydae MPUHATMA Aylla, NyTem BBOAA COOLITUA B Hayane u
KOHUe nepunoaa.

7.9.2. CnyvaiiHoe oTcoeguHeHue baTtapeit

Ecnnso Bpema 3anmncu 6aTap6VI Obin C/'thlaﬁHO OTK/NHO4YeHbl, CeaHC 3annCK NpepbIBaeTCA, HO HE 3aKPbIBAETCA.
Ecnn cHoBa BCcTaBuTb BaTapew, Ha pekopaepe MoABMTCA OKHO «BO30OHOBWUTL 3amucCb». HaMUTE KHOMKY
BMpaBo AnA BO30OHOBEHMA I'IpepBaHHOﬁ 3aMnncun, 3atem ,EI,VICI‘U'IEVI BbIKTIOYUTCA, N 3aNnCb BO30OHOBUTCA B
COOTBETCTBMM C NPedyCTaHOB/IEHHbIM PEXMMOM, KakK ONMMMCaHO B M. 7.9.5.

Ecnun 6aTapeun He BCTaB/EHbI, KOrAa YCTPOUCTBO NoAxAo4eHo K MK ¢ nomolbio USB-kabens, TecT 3akpbiBaeTcs
W 3arpy»aeTca.

MPEAYIPEXAEHUNE: Ymobbl npodoniume npepsaHHoe uccnedosaHue, bamapeu 00xcHbI 6bimb 8CmMagseHsl

8 mMmeyeHue nepuoc)a 8peEMeEHU, 3000HH020 0714 meKqueL“l 3anucu, 8 npomusHom csy4ae mecm
asmomamu4yecKu 3aKpbisaemcsa npu Cﬂeayl-OLMEM 3anyckKe ycmpodcmsa.
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7.9.3. CnyuyaitHoe oTcoeguHeHUe Kabena nauueHTa

Ecnm kabenb nauyeHTa ciyd4alHo OTCOeAMHUCA BO BPEMS UCC/Ie40BaHMA, YCTPOMCTBO 3aMMCbiBaeT CobbITMe
KaK «OTK/tOYEHHble OTBeAEHMSA», HO 3aNMCb NpoAo/KaeTcs. [ToaToMy NPOCTO NoAKAoUMTE Kabesb 0bpaTHO
6e3 Kaknx-nmbo apyrmx onepaumi.

OfHaKo, ecam NnoaxAYeH Apyron TMn Kabens, oTAMYHbLIM OT NepBOHaYa/bHO MOAKMOUYEHHOro, PeKkopaep
3aMnmnCbIBAET 3TO KakK OWMOKY 1 NpepbiBaeT 3anmch.

7.9.4. Hu3Kunii ypoBeHb 3apaga aKKymynaTopa

Ecnu Bo Bpems 3anucy ypoBeHb 3apaa akKyMyIaTOPOB OMyCKaeTCa HUKe nopora 6e3onacHocTy, pernctpaTtop
noAaeT NaUMeHTy aKyCTUYECKMI CUTHAN Kaxable 4 CeKyHAb

Ha 3Ttom 3Tane Hagfnexawmm o6pasom MPOWMHCTPYKTMPOBAHHbLIM NauMeHT Ao/KeH OyaeT 3ameHuTb
aKkymynatopbl. [locne 3ameHbl aKKyMyaaTOpa PEerncTpaTtop BKAOUMTCA, M Ha 3KpaHe NoABUTCA
npeaynpexaatouas Tabanuka «lepesanyck 3anucu». [nAa  BO30OHOBAEHWMA 3anuMcuM  HeobxoaMmo
MCNONb30BaTb  KOMaHZy KHOMKM  chnpaBa: AMUCNAEeN  BbIKJKYWUTCA, M 3anucb BO30OHOBMTCA B
npeaycraHOB/IEHHOM peXXnme, Kak onncaHo 8 n.7.9.5.

Ecnm KoMaHAa NpaBoM KHOMKM He MCMOb3YeTCA, 3aNncb aBTOMaTUYeCKM BO306HOBNAETCA Yepes 30 CeKyHA.

BHUMAHWE: onpedeneHue cocmosHus bamapeu He pabomaem, ecau ucnosb3yomcs Aumuessie bamapedu.

7.9.5. Bo3obHoBneHue 3anucu

Ha CTapTOBOl\;I CTpaHMuUe MOXHO BO30H6HOBUTL npepBaHHYO, HO HE 3aBEPLUEHHYIO 3aMnCb, Hanpmmep, nociae
3aMeHbl 6aTapeM.

COO@LHEHUE 0 80306HOB/1EHUU 3anucu

KHonKku:

= BMPABO: noatsepauTe 1 NnepenamnTe Ha CTpaHULYy NPOBEPKM 3anmnCK.
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7.10. 3aBeplueHue 3anucu

3aBepLleHune 3anncy MOXKeT NPOUCXOAUTb MO CAeAYIOWMM MPUYNHAM:
1. WcTekno 3anporpammmpoBaHHOE BPEMA 3aMNuCH;
2. YcTponcTBo noakatodeHo K MK ¢ nomolubio USB-kabens;

3. 3apaHa KOMaH4a pPyYHOro 3aBeplleHKMA 3aMnCK HaXKaTUeM M yaepKaHMeM KHOMKKM BHKW3 B TeueHune 4
CeKyHa, AUCNIen BKAOYAETCA M oTobparkaeT cooblieHme ¢ NOATBEPKAEHNEM NMPEpPbIBAHUSA 3aMUCK.
HaxkmuTe KHoMKy BBoz, 4TOObI NOATBEPANTL NPEPbIBAHME 3aMNCK, HAaXKMUTE 0By APYryto KHOMKY,
W ANCNIEN BbIKAOYUTCA, M 3aMMCb BO3OOHOBUTCA.

OCTaHOBUTL 3aM1Ch

3anpoc NpepLiBanna
TeryLlen 3anucu
MoaTeepauTe, Haxas
LeHTPaSTbHYH KHOMKY -
Noban Apyran kHomka
NPOAONMMIT 2anKch.

FAS G T ) EEHE

ModmeepdeHue npepsisaHus 3anucu

[MpedynpexcdeHue: Moxem C/iy4umsCa MAkK, 4mo U3-3a HU3K020 3apA0a bamapeu nocse py4yHoeo ynpasneHus
BbIK/IOYEHUEeM 3KPAH ycmpolicmea He 8K/4Yaemcs O00/aMHbIM 06pa3om, U ycmpolicmeo 8biKaoYyaemcs
camocmosmesnbHo. Ymobbl nepesanycmume 3anucb, 8cmaseme Hosylo bamapero Uau NnooKaYume
ycmpolicmao K Komnetomepy, Ymobsl ckayames OaHHble 06c1edo8aHUA.

Koraa nccnenoBaHme 3aBepLiaeTcs, YCTPOMCTBO CUTHaAM3MPYEeT 06 3TOM 3BYKOBbIM CMTHA/IOM, 3aMUCh AaHHbIX
NpeKpallaeTcs, YCTPOWCTBO BO3BPALLAETCA B HOPMasfbHbIA paboynii pesMm M TOTOBO K HOBOMY
nccneaoBaHMIo MAM NS 3arPy3KM NOYYeHHbIX AaHHbIX Ha K.

Koraa amcnnei cHoBa BKAtOYAETCA, OKHO ViHbopMaumm oTobpaskaeT Haanmume CoOXpaHeHHOro Uccaea0BaHms
yepes CYETYMK COXPaHEHHbIX MCCAea0BaHMA.

7.11. Nepepauva uccnepgosaHua Ha MK

TecTbl, CoAepKaLIMeCcs B MaMATU PErMcTpaTopa, MoryT BbiTb 3arpysKeHbl Ha KOMMbIOTEP A9 NOCAeAYIOLLEro
aHaAM3a M peLeH3MpoBaHms.

B foNONHEHWE K AaHHbIM NauMeHTa U MHGOPMaUMK O TECTE, 3arpy3Ka TaKKe BKAoYaeT MHOOPMaLMIO O TUMe
MCMOb3yEeMOro peKopaepa M cobbITUAX, NPOM3OLWEALIMX BO BPEMA 3aMMUCK (JaHHbIE MAPKMPOB COObLITUN,
HaCbILEHHOCTU, KAPANOCTUMYIATOPA, FONOCOBbIX COOBUIEHNIA, AAaHHbIE AaTYMKA ABVKEHUA NAUMEHTA).
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[Ons nepefaym AaHHbIX pekopaep AoMKeH bbiTb noakntodeH K MK ¢ nomouwpto USB-kabens un pernctpatop
O0/KeH ObiTb BKItOYeH (naparpad 6). Pekopaep aBTomaTuyecku nepexoamuT B pexkmnm USB, 1 oTobparkaeTca
HUKE cnealytolWwmin aKpaH.

CmpaHuya USB-noodknoyeHus

Mepenada [OaHHbIX OCYLIECTBASETCA HEMocpeACcTBEHHO C MOMOLLbO MPOrpaMMHOro obecneyeHus,
yCTaHOBMEHHOro Ha K. JonoNHUTENbHYIO MHPOPMALIMIO U MHCTPYKLMM CM. B PYKOBOACTBE MO SKCNAyaTaLmm
ANA NporpammHoro obecneyeHmsa 1 aHaamsa.

Mocne 3aBeplieHUsa nepeaadm AaHHbIX NamsaTb PeKopAepa MOXKET ObiTb aBTOMATUUYECKM OUULLEHA UK HET, B
3aBMCUMMOCTM OT HAaCTPOEK NPOrpamMmmMHOro obecrneyeHuns, yctaHoBaeHHOro Ha K.

MPUMEYAHUE: PekomeHOyemca nepedasams OaHHbIE Cpasy nocnae sedyeHud, 4mobel obecnedyums
6e3onacHocms OaHHbIX hayueHma.
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8. HACTPOWMKMU PEKOPLEPA

8.1. Hactpoiiku

YTob6bl HACTPOUTL PEKOPAEP, BbiBEepUTE NYHKT «HacTPOMKM» Ha HavaabHOW CTPpaHMLE.

CmpaHuya HacmpoUKu

KHonKku:
= BBEPX, BHU3: nepexoa K pasNMyHbIM MyHKTaM HaCTPOMKMY;
= BJIEBO: ons nepexofa Ha CTapTOBYHO CTPAHMLLY;

=  BBO/: anq BbIOOpa NONA U OTKPbLITUA CTPAHMUBI A1 BBO/A HOBbIX HACTPOEK.
B cnenytoulert Tabauue nepevmcaeHbl NapameTpbl CTPaHMLbl HACTPOEK:

MNone PyHKUMA Bo3mOXKHble 3HayeHuA

A3bIK Mcnonb3yemsbiit A3bIK NTanbAHCKMIA — AHTANIACKUIA —
Hemeuknin — @paHLy3CcKnin —
McnaHckuii — TopTyranbCcKkuia

— Yewckunt — Typeukun —
Pycckmin  —  TonbCkuin  —
PymblHCKM — Cepbckuin —

BeHrepcKuit — XopBaTCKui

MpoAOMUTENBHOCTL | YKasbiBaeT MPOAO/KUTENBHOCTL 3anuck no | 24 vaca / 48 vacos / 7 aHen

3anucu YMONYaHMIO (Tonbko ana Walk400h)
YactoTa Yacmoma duckpemusayuu, ucnonssyemas npu | 250 / 500 / 1000 Iy, (1000 Iy,
OMCKpeTM3aLmm peaucmpayuu ucciedo8aHus Tonsko ans Walk400h)

MPUMEYAHUE: Ecnu npodonxumensHOCMb
3anucu ycmaHossieHa Ha 7 0Hel (mosbKko 014
Walk400h), moxcHoO ycmaHosume 4yacmomy
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Mone DyHKUUA Bo3mOXXHble 3HayeHuA
mosneko 250 [u, Opyeue eapuaHmel He
00oNnyCcKaromcs.
dopmar aarbl dopmart aatbl DMY (aeHb/mecau/ron)
MDY (mecsu/neHb/ron)
YMD (roa/mecau/neHsb)
Jata n Bpems TeKkyuw,aa gata v Bpema

8.1.1. YcTtaHOBKa HOBOro 3HayeHuA

OTobparkaeman CTpaHMLA, MOKa3bIBAET AOCTYMHblE 3HAYEHMA ONA Kaxaon onumu. YTobbl BbIOPaTh HOBYHO
HaCTPOWKY, NPOCTO BbI6epUTE OAHO M3 AOCTYMHbIX 3HAYEHUI, UCMONb3YA LEHTPANIbHYIO KHOMKY.
BbibpaHHOe 3Ha4YeHMe NoACBEYMBAETCS.
KHonKu:
=  BBEPX, BHU3: ona nepexona K pasanYHbIM 3HAYEHNAM;
= BJIEBO: BepHyTbCs Ha NpeapblayLLyto CTPaHULYy 6e3 coxpaHeHUA U3MEHEHWI;

=  BBOJ: ana BbiGOpa NoAS M BO3BPATA K NpeablayLiei CTpaHnLe Nocae COXPaHeHWs HOBOM HacTPOMKM,
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9. TEXHWYECKOE OBCNYXXWUBAHUE N YCTPAHEHUE
HEUCNPABHOCTEN

9.1. Ouwuctka un aesmHdpekuun

OunLaTb YCTPOMCTBO HEODBXOAMMO MOC/E KaXKA0ro MCNob30BaHMA.
He cTtepuansyiite ycTporcTBo M Kabeb naumeHTa.
[18 0YNCTKM U AE3UHPEKLIMM MOBEPXHOCTN YCTPOMCTBA M Kabenel Ncno/ib3yinTe MOKLLIME PAacTBOPbI C HU3KUM
coaepKaHMem cnnpTa, 06bIYHO UCMOAb3yeMble B HONbHMLAX.
MoBEPXHOCTb YCTPOMCTBA A0/IXKHa ObiTb OUMLLEHA BNAXKHOM TKaHbo. He gonyckaTe nonafaHuns KUOKOCTU
BHYTPb YCTPOMCTBA.
PaspelleHHble MotoLMe cpeacTBa:
= PacTtBop aTnnosoro cnupta 90%;

= PactBOp MeTunosoro cnnpta 90%;

= PactBOp M30nponuaosoro cnmpta 90% - TOAbKO AR NAAaCTMKOBbLIX AeTanei, HO He and obnactu
aucnnen / Knasmartypbl;

= PacTBOp nepekuncu Bogoposa 10v;
= PacTBOp Nepekncu Boaoposa 36v;
= PacTBOp rMnoxsopuTa Hatpma 2%.
HuKakaa cTepuamsauma  31eKTpoAoB He TpebyeTcd, MNOCKO/bKY OHWM  SBASIOTCA OAHOPA3oBbIMK  (CO

CTaHAAPTHbIM Pa3beMOM TUMA «KHOMKa», KOTOPble WCMOMb3yloTCA A8 ambysaTOpHOrO XONTEPOBCKOTO
MOHUTOPUPOBAHMSA).

MPUMEYAHMUE: Meped oyucmxol ycmpolicmea uzenekume bamapedu.

MPUMEYHAHUE: Oyucmka u 0e3uHgeKkyua ycmpolicmea He 00/1HCHbI 8bINOHAMbBCA NAUUEHMOM.

9.2. [epuoanyeckue NpPoBepKu

MpoBepka Kabenein naumeHTa: NO HeOOXOAMMOCTW, HO He pexe OAHOro pas3a B rof C MCNOAb30BaAHMEM
cumynatopa KT,

Obuime sKecnayaTauMOHHbIE UCMbITaHWA YCTPOMCTBA M MPOBEPKa TOKA YTEUKM: MO HEOBXOAMMOCTHU, HO HE pesxKe
0AHOro pasa B 2 roaa.
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9.3.

Tabnuua ycTpaHeHMA HeNnonaAoK

MNpobnema

3eneHbli CBETOAMOA,
cocTosHusA batapen muraer,
HO AMCNIe He BKAOYaeTCs

MpnymHa
YcTaHoB/IeHHas baTtapesn
HeAOoCTaTOYHO 3apsXKeHa, u4ToObl

Ha4yaTb HOBOE MUCCeaoBaHKeE.

PelweHune

3amMeHWTe Ha HOBYIO LWIENOYHYIO WK
nTUeByto baTtapeto.

Oucnnein  BKAOYAETCA, HO | YCTaHOB/EHHas H6aTapes | 3aMeHUTE Ha HOBYIO LWENOYHYI0 WM
3KpaH He oTobpaxaeTca HeOCTaTOYHO 3apsKeHa, u4Tobbl | ANTMEBYtO BaTapeto.

Ha4aTb HOBOE McCcnefoBaHMe.
Oucnneid  3aropaeTtcs, HO | YCTPOWMCTBO He MOMKET pacno3HaThb | MNoakatoumTe YyCTPOMCTBO K
nosasnaeTca coobuieHne «SD- | SD KkapTy KOMMbtOTEPY C MOMOLLbIO Kabena USB.
KapTa He pacnosHaHa. Ecam SD kapTa nmamATuM HeOoCTYMHa,
MoacoeanHUTb Npubop K MK. nonpobynte oTdopmatnposatb SD
bonee noapobHyto KapTy B FAT32 B cooTBeTCcTBUMM C
nHdopmaumio CM. B MHCTPYyKUmMammn Windows.
pykoBoacTBe no OtcoeanHuTe ycTpornctso ot K n
aKcnnyaTauumn» BK/IOYMTE €ero.

Ecrv  npobnema He  ycTpaHseTcs,
obpatuteck B cnyby Cardioline.

Oucnneit He BRAtoYaeTca

1. baTapes 0Obina

HenpaBUAbHO

yCTaHOB/EHa

2. CAVMWKOM HU3KOE HanparKeHume
baTapewu

3. HeuncnpaBsHbIin ancnnen

1. BcraBbTe 6OaTapeto cHoBa MU
NpoBepbTe MNPaBUIbHOCTb MOAAPHOCTH

2. 3ameHuTe HaTapeto

3. OTnpasbTe NpMbOP Ha AMArHOCTUKY K
aBTOPM30BAHHOMY npeacTaBUTENIO
Cardioline.

Wym n aptedaKTbl curHana
SKI

KoOHTaKT 3/1eKTpoda C KoXeln He
ABAETCA ONTMA/IbHbIM

1. MpoBepbTe, BCE N INEKTPOAbI

NpPaBUAbHO MNPUKPENAEHbI K NaLMEHTY 1
K Kabento

2.YbeauTech, YTO INEKTPOAbI HE

C UCTeKW KM CPOKOM TrOAHOCTMN.

YCTPOMCTBO, NOAK/OYEHHOE
K MK, He o6HapyxeHo, U
AUCNNeln He BKAKOYaeTCA

YCTPOWMCTBO BbIK/HOUYEHO.

Ha)kmuTe LeHTPanbHYO KHOMKY, YTOObI
BK/IOYMTb YCTPOMCTBO.

YcTpoiicTso (BKn.), | BaTapen paspsaxeHa 3BnekmuTe 6GaTapero M NOBTOPUTE
nogkntoyeHHoe K [IK, He onepaumto
0bHapyXeHo
YcTpoiicTso (BKn.), | 1. BHyTpeHHAA NamaATb MCMopYeHa 1. TMonpobyite oTPopmaTMpOBaTb
MOAK/IOYEHHOE K MK, | 2. BHyTpernas namaTs nospexaera | NamATb (BbibepuTe daitnosyto cuctemy
OBHApyXXeHO, HO NaMfATb FAT32)
HEAOoCTYyNHa 2. MNepepaiiTe yCTPOMCTBO K Ballemy
annepy Cardioline.
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9. TEXHWYECKOE OBCNYKMBAHME U YCTPAHEHWUE HEMCNPABHOCTEM

YCTPOWCTBO He OTBEYaEeT Ha
nporpammupoBaHue  HIRES
(webuploader)

KoHdurypaums Hires He
NOAJEPIKMBAETCA YCTPOMCTBOM MU
npeobpasyertca 8 7d / 2500y,

He ncnonb3yinte webuploader, ecan Bbl
XOTUTE MNPUHATb CHATb 3anucb C
BbICOKMM pa3spelieHmem (500 nam 1000

)
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10. TEXHUYECKME XAPAKTEPUCTUKM.

10.

TEXHUYECKUE XAPAKTEPUCTUKHA

Peructpupyemsbie KaHanol JKr ..........

Kabenb NaLMEHT . ....uvvvvvrrervvrverrvaennns

OcnabneHne cuHGpa3HoOro curHana

PaspelweHune

[AvHamnyecknii onanasoH Mo BXody
B N0J10CE NPOMYCKaHWA

YacToTa ANCKPETU3aLmnmn
dHa/1In3a U XpaHEHUA CUTHaNOB.........

MponycKkHana cnocobHOCTb.................

PaspelueHune curHana gis aHanmsa v
XPAHEHMS ..t cree e creeeevee e

McnonHeHne BHeLwHero nHtepoeiica

O6HapyKeHue KapAUoCTUMYAATOPa

50

o 12 kaHanos

5-TW XXWNbHbIM Kabenb — 3 04HOMOJIOCHbIX KaHana

7-TN KUNbHbIN Kabenb — 3 ABYXNOJIOCHbBIX KaHana

10-Tn XunbHbld Kabenb (Tonbko ana Walk400h) — 8 kawanos / 12
oTBeZieHMin (cTaHaapTHanA permcTpauma IKI)

>85 dB

> 60MOm

24 But, 96000 BbIbOPKa/ceryHaa/KaHan
<1 uV/LSB

+/- 400 mB

BbibmpaeTca nonbsosaTtenem: 250 — 500 — 1000 (tonbko ans Walk400h)
0bpa3suoB/cekyHay/kaHan

0.67 - 300 Hz (MponyckHas cnocobHocTs npu 1000 06pasLos/cekyHay)

MPUMEYAHUE: cm. Paul Kligfield et al, Recommendations for the
Standardization and Interpretation of the Electrocardiogram Part |,
Circulation. 2007;115:1306-1324: “To reduce artifactual distortion of
the ST segment, the 1990 AHA document recommended that the low-
frequency cutoff be 0.05 Hz for routine filters but that this requirement
could be relaxed to 0.67 Hz or below for linear digital filters with zero
phase distortion. The ANSI/AAMI recommendations of 1991, affirmed
in 2001, endorsed these relaxed limits for low-frequency cutoff for
standard 12-lead ECGs, subject to maximum allowable errors for
individual determinants of overall input signal reproduction. These
standards continue to be recommended”.

2.5uV

ANSI/AAMI IEC 60601-2-47

Ha annapaTHOM ypOBHE COBMECTHO C LMPPOBbIM GUALTPOM CBEPTKM,
coBmecTumbim ¢ 60601-2-47 201.12.4.4.109
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10. TEXHUYECKME XAPAKTEPUCTUKM.

3awuTa ot gepubpunnaumu............. Het
PacnosHaBaHue Kabens naumeHTa ABTOMaTMYECKaA MAEHTUPUKALMA MCMOMb3YEMOro Kabens naumeHTa

O6Hapy)XeHMe NAOXOr0 KOHTaKTa Hes3aBMCMMO 17 BCEX OTBEAEHMIM
OTBEAEHMA ...cuvveeereeieetreenre e eiee s

MaKkcumanoHas 500 — 1000 obpa3suos/cekyHay/kaHan: 48 yacos
NPOACHKUTENBHOCTb PErUCTPaLMK .. 250 06paslos/cekyHay/KaHan: 1o 7 AHen

He3aBMCMMO OT KOIMYECTBa KaHan0B

Perncrpauua akTUBHOCTU NaLUueHTa . MaeHTuduumpyemble BUObl aKTMBHOCTM NalueHTa: xoabba, Oer,
COCTOAIHME MOKOSA

BCcTpoeHHaA NaMATb ....ccvveeverinnnnnenee. 16 I'6 SD-KapTa
EmKoCTb, paBHaa no MeHblielr mepe 100 3anucam  C
XapaKTePUCTMKAMM: 3 KaHana, 24 yaca npu 250

06pa3sLoB/ceryHay/KaHan

MNepeaaya AaHHDBIX ...ccvveveneeeennnnnennns USB 2.0

CoBmecTtumoe nporpammHoe Cardioline cubeholter, webuploader
00ECMEUYEHUE ...evveeeeeeeiiieieee e e e e

NCTOYHUK MUTAHUA ..., 1 cTaHaapTHasa batapes Tmna AA:

= A/IKasnHOBaA
= Jlutnesasn (B cootseTcTBMM ¢ MIK 80086-4)

CpoK cny»KObl BaTaPEU ....ueeeeeeeeeennnns AnkanuHoBan 6atapes (V2500 mMAu):

= bonee 48 yacos 3anucu
Nntnesasn 6atapen (3000 mAY, 1.5V):

= 7 AHen 3anucu

BO3MOXHOCTb 3ameHbl 6aTapeM bes npepbiBaHMA 3aMnCcn.

LUCTINICA e TFT 2.2” uBeTHOM AMcnnei, oTobpaxKatoLlimin 6-kaHanoB
Paspelwenune: 240 x 320

KHOMKM ettt 1 MyNbTUPYHKLMOHANbHASA KaaBuwa (AKOUCTMK) (4 no3MUMOHHas
KHOMKa + 1 LeHTpasibHan KHOMKa)

(01123 Yo Y17 To Y a N [N CBeTOANOAHbIN MHAMKATOP COCTOAHMA HaTapeun
CBeTOANOAHbIN MHAMKATOP COCTOAHMA YCTPOMCTBA

3BYKOBOM CHUTHA ..uvvveeeeniieeeecnreneanans 3ymmep Ans CUrHanmsaumm owmbok

ONKTOPOH ..oevveeieeiiiiiieeee e, OnkTodoH Ans NobbIX KOMMEHTapMeB Npu NOAroTOBKE NaLMeHTa
MapKep COObITUM......euvverrerrerreraeeenns BeeauTe cobbITUA C MOMOLLBIO LEHTPAbHOM KHOMKM
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10. TEXHUYECKUE XAPAKTEPUCTUKMN.

KoHbUrypupyemble HaCTPOMKM......... Tun 3anucn: 250-500-1000 (tonbko ans Walk400hh) Iy,
MaKcrmanbHaa NpPoAOIKUTENbHOCTb 3anmncuK: 24 vaca, 48 4yacos, 7
aHewn
[atbl v Bpema
A3bIK

JaHHbIE NAUMEHTA e, NH
Nma
dammnma
[aTa poxaeHna
Mon

Pa3MEPBl...ueeiiiiiiiiiiiiceee e 50x 50 x 8 mm

BEC . 100 r c baTapeeit (80 r 6e3 HaTapen)

3awmMTa OT cayyaliHoro nonagaHua YctpoircTtso: IP4X - Walk400h waterproof case: IPX2
BOAb! NN BELLECTB....vvveeeerrreeernnnenns

YMAKOBKA .evvueieeeiteeenieereieeeneeenneees 15x21x5 cm, 1 kr

10.1. MpumeHuMble CTaHAAPTbI COOTBETCTBUA

EN ISO 15223-1 M3penvsa megmumHcKkmne. CUMBO/bI, MPUMEHAEMbIE MPU MapPKMPOBaHUKN Ha
MEONUMHCKUX U3ALNNAX, STUKETKAX M B CONPOBOANTENBHOW JOKYMEHTALIMN.
Yactb 1. Obuwpe TpeboBaHmMsA

EN 1041 NHpopmauma, npeaocTasaeHHas NPpon3BoANTeNeM MEANLMHCKNX U3aeMI

EN ISO 13485 MeAanUMHCKMe N3aenna - CUCTEMbI yNpaBaeHWA KauyecTBom - TpebosaHuA
ANA uenei peryampoBaHma

EN ISO 14971 MeAMUMHCKMe  M3aenna -  NpUMeHeHue  YNnpaBAeHWA  PUCKamMM K
MEeAMLMHCKMM U30eNNAM

EN 60601-1 MeauuMHCKoe 3neKkTpuueckoe obopyaosaHue - Yacts 1: Obuwme
TpeboBaHMs K 6a30B0M HE30MNaCHOCTN U OCHOBHbLIM XapaKTePUCTMKAM

EN 60601-1-2 MeauumHckoe — anekTpudeckoe — obopydoBaHue-dacTb  1-2:  Obuime
TpebosaHva K 6a3oBoi 6e30MacHOCTM M OCHOBHbLIM XapaKTepucTUKam -
COMYTCTBYIOWMIA  CTaHA@pT:  dneKTpomarHutHas  CoBMeCTMOCTb -
TpeboBaHMA 1 nCnbITaHMs

EN 60601-1-6 MegaunumHckoe anexktTpuyeckoe obopysosaHue - dacTb 1-6: Obuime
TpebosaHua K 6a3oBoi 6€30MacHOCTM M OCHOBHbLIM XapaKTepucTUKam -
COMyTCTBYIOLLMI CTaHAAPT: YA06CTBO

EN 60601-1-11 dnekTpoobopyaosaHme meauumHckoe. Yactb 1-11. Obwme TpebosaHuA K
6a3oBoii 6e30MacHOCTM M CylIeCTBeHHbIM paboynm  XapaKTepuCTMKam.
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10. TEXHUYECKUE XAPAKTEPUCTUKMN.

JononHsowmin ctaHaapt. TpeboBaHua K MeaMLUMHCKOMY 060pyA0BaHMIO U
cMCTEMaM, MCMO/b3yeMbIM A yxo4a 3a 60/bHbIMK B AOMalLHEeN cpese

EN 60601-2-47 N3penna meamumMHCKne anektTpuyeckme. Yactb 2-47. YacTHble TpeboBaHuA
6e30MacHOCTM C Y4eTOM OCHOBHbIX (YHKLMOHAbHbIX XapaKTepUCTMK K
ambynaTopHbIM 3/1eKTPOKapAMorpadUyYecKkMm CUCTEMAM

EN 62304 HporpaMMHoe obecneyeHune MmeanumHCKOro O60py,£|,OBaHl/IF| - Nnpouecchl
KU3HEHHOTO LUMKa NPOrpaMmmHOro obecneyeHusn

EN 62366 MeanumnHckme  npubopbl - NpUMeHeHWe NPOeKTUPOBaHMA yao06CcTBa
MCNOb30BaHNA K MeJULMHCKMM YCTPOCTBaM

10.2. Akceccyapbl

W

63050099

63050100 7-npoBoAHbIN Kabenb Ans naupnerTa IEC

63050101 10-npoBoAHbIN Kabenb ana naumeHTa IEC

63090306 CoeamnHUTENbHbLIN Kabenb USB

VL-00-S OpoHOpa30Bble KHOMOYHbIE 31eKTPOoAb!, 25 WT

9983015 OaHOpa30Bble KHOMOYHbIe 31eKTpoAbl, 50 WT

SGFO3642 OaHopa30oBble KHOMoYHble 31eKkTpoabl, 100 WT (Tonbko ans
TenemeAnLnHbI)

65090069 Cymka ans Walk400h / Click holter

66030038C OAHOpPa3oBbI KHOMOYHbIN 3NeKTpoa, 25 wT

63090732 BoaoHenpoHunuaemblin yexon Walk400h (BogoHenpoHMLaembil
yexon IPX2)
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11. rAPAHTMA

11. TAPAHTUA

Komnanusa Cardioline S.p.A. npeaoCTaBAseT rapaHTMO Ha OTCYTCTBME B AaHHOM npubope HemcnpaBHOCTeM
maTepuana n NPoOmM3BOACTBEHHbIX AedeKTOB CPOKOM 18 MecAueB OT AaTbl NPOAAXKM NPMbopa M CPOKOM TpK
MecALa Ha 3an4acTi 1 KoMNaekTyoWme. [laTa NpoAarki NoATBEPKAAETCA JOKYMEHTOM, BblAaHHbIM B MOMEHT
npodaxu (FapaHTUMHbIM Ta/lOHOM), KOTOPbIM HEobXoAMMO NpeabABMTb MPW 3anpoce rapaHTUMHOIO
obcnyKmBaHus ntoboro poaa.

FapaHTUHBbIM OBCNYXMBaHWMEM MpedycMoTpeHa 6OecnnaTHad 3ameHa WAW PEMOHT COCTaBHbIX 4acTel
nprbopa, B KOTOPbIX OOHApyKeH MPOM3BOACTBEHHbIN AedeKT unm aedeKT MCNoNb30BaAHHbBIX MaTepuanos.
3ameHa npubopa BO3MOXKHA MO HE30roBOPOYHOMY PEeLUEHWIO Mpou3BOoAUTENdA. VCKAOYeHO npoaseHune
rapaHTMK Nocse PpeMoHTa.

B FapaHT1to He BXOAAT paboTbl, HEOOXOANMMOCTb B MPOBEAEHMMN KOTOPBIX BO3HMKAA B CIEAYHOLLMX CYHaAnAX:

" HECAHKUMOHWMPOBAHHOE BHECEeHWE W3MEHEHW, XanaTHOCTb CO CTOPOHbI TPETbMX MIUL, BK/KOYAn
PaboTbl N0 TEXOBCAYKUBAHMIO, BbINOAHEHHbIE HE YNIONHOMOYEHHbIMU INLAMMK;

. HeCO6J'IIO,£I,EHl/Ie HACTOALLNX MHCprKLI,l/Il;I no aKkCcnayatTaunmn, NCnosb3oBaHME HE MO Ha3HAa4YeHUIO U/IN B
uenax, OTIMYHbIX OT TEX, A4 KOTOPbLIX NpeaHa3Ha4vYeH |‘|pl/16op;

= cbou B paboTe CUCTEMbI INEKTPOMNUTAHNS;
" OBpEXKAEHMA, HaHeceHHble NpMbopy B pesy/abTaTe NoXKapa, B3pblBa, CTUXMUIAHBIX OeACTBUI;

" JCMONb30BaHME HE OPUMMHA/bHbIX PACXOAHbIX MaTepUanoB WAM PACXO4HbIX MaTepuanos He
pekomeHaoBaHHbIX Cardioline;

" TpaHCNOPTUPOBKaA, BbINOJIHEHHAA 6es AOJUKHbIX Mep NpeaoCTOPOXKHOCTHU,
. MCMNO/1b30BaHMeE NPOrpaMmmHoOro O6€C|'Ie‘-ieHl/|Fl, He MMetoLero OTHOLWEHNA K OCHOBHOM dDYHKLI,MM rlpM6opa,'

= Apyrue O6CTOF|Te/'IbCTBa, He nmeruime OTHoWweHNA K Npon3BoACTBEHHbIM ,D,ed)e}(TaM.

FapaHTWA He pPacnpoCTPaHAETCHA, 33 WMCKIOYEHMEM OTAENbHO YKa3aHHbIX C/y4YaeB, Ha CbeMHble 4acTu,
KOMMIEKTYIoWMe U AeTanu, NOABEPHKEHHbIE eCTECTBEHHOMY M3HOCY MPW 3KCM/yaTauMu; UCKIOYUTENIbHO B
KayecTBe npuMmepa MOXKHO MPUBECTM CledyloliMe [eTanun: Kabenn nauueHTa,  aKKyYMyaATOpbI,
COoeAVHUTE IbHbIE  Kabesnn, 3/71eKTPO/bl, CTEKIAHHbIE YacTW, 3/EKTPOHHbIE HOCUTENN UHGOPMAaLMK,
YepPHUbHbIE KaPTPUIKM U T. .

Komnanua Cardioline S.p.A. cHUMaeT ¢ cebs BCAKYIO OTBETCTBEHHOCTb 33 BO3MOMKHbIN yllepb, HaHECEHHbIM
NPAMbBIM MM KOCBEHHBIM 06PA30OM NOAAM UAN MMYLLECTBY BCNeACTBME HECODNOAEHNA BCEX NpeanncaHui,
NPVBEAEHHbIX B PYKOBOACTBE MO 3KCMayaTauuu, OCODEHHO KaCaloWMXCA YCTaHOBKKM, 6e3onacHocCTw,
SKCMyaTaLMmM 1 TexobCnyKMBaHWA Npubopa, a TakKe BCAeACTBME OTKasa npubopa.

B cny4yae pemoHTa n/mav 3ameHbl Npubopa MAK 3andacteit HeobxoAMMO A0CTaBUTbL NPUBOP B HBAMMKANLLINIA
YNOJHOMOYEHHbIN LEHTP TeXHMYEecKon noaaep kM KomnaHum Cardioline. TpaHCNOPTHblE M3AEPXKKM MO
nepecblike Npnbopa AN NpoBeAeHUA rapaHTUIMHOrO 0BCNYKMBAHWA BO3NAratoTcA Ha No/ib3oBaTens.

Mo npouwecTBun 18 mecaLeB OT AaTbl MOKYMNKM NPUOOPOB 1 TPeX MecALEeB OT AaTbl MOKYMKM KOMMIEKTYHOLLMX
M 3an4YacTer UCTeKaeT rapaHTUIHbINA CPOK 1 BCe PaboTbl NO TEXHMYECKOM NoAAEPKKE BbINOAHAKTCA COrNacHo
AEeNCTBYOWMM Tapnudam Ha 3anyacTu U pabouyto cuay.

Bo3MOMKHble OTCTyN/MIeHMA OT JAaHHbIX TFAPaHTUMHBIX YCNOBMIA AEWCTBMTE/IbHbI TOMBbKO MPU  HaAM4YMK
0AHO3Ha4yHoro onobpeHunsa komnaHum Cardioline S.p.A.
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12. YTUAU3ALMA

12. YTUNU3SAUUA

NHbopmauns ana notpebutene:

B cooTBeTcTBUM CO CcTaTbel 13 3akoHoaaTenbHoro aekpeta Ne 151 ot 25 nona 2005 r., «Peannsauma AMPeEKTMB
EC 2002/95/CE, 2002/96/CE wn 2003/108/CE, pernameHTUpPYOWMX YTUIM3AUMIO 31eKTPonprubopos 1
3/IeKTPOHHOro 060PYA0BaAHNAY.

3HaK «MNepeyepKHYTOro KpPecT-HaKpecT MyCOPHOro KOHTEMHepa», MMelWMnca Ha MeamumHcKkom npubope
0O3HayaeT, YTO MO OKOHYAHMM CPOKa CNyKObl ero HeobxoAMMO YTUAM3MPOBATb OTAE/bHO OT OCTa/IbHOMO
mycopa. [MoaTomMy, Mo UCTeYeHNN CPOKa CAYyKbbl Mprbopa, T. e. Koraa ero HeobxoanMMo byaeT yTUAU3MPOBaTb,
noTpebuTenb O0MKeH 00paTUTbCA K AMCTPUOBLIOTOPY MAKM mM3roToBuTe o npubopa. MOXKHO Takke caaTb
OTCNYKMBLUNIM CBOWN CPOK NpMOOpP Ha nepepaboTKy, MO0 Ha YHUUTOXEHME He30nacHbIM A5 OKPYKatoLLen
cpefibl CNocobom, He OKasblBAOLWIMM HEFAaTUBHOIO BAWAHMA Ha 340poBbe atoael. MepepaboTKka NO3BOAUT
MOBTOPHO MCMOAb30BaTb MaTepmarsbl, M3 KOTOPbIX M3roToBAEH Npubop.

HenpaBunbHaa yTuamsaums npubopa notpebutenem MoMKeT noB/ieyb OTBETCTBEHHOCTb B COOTBETCTBMM C
AEeNCTBYOWMM 3aKOHOAATE/IbCTBOM.
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Cardioline S.p.A.
Headquarters

Via Linz, 151
38121 Trento
Italia

T.+39 0461 96821
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